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(Mr. WHITEHOUSE) was added as a co-
sponsor of S. 442, a bill to impose a lim-
itation on lifetime aggregate limits 
imposed by health plans. 

S. 450 
At the request of Mr. BAUCUS, the 

name of the Senator from Nebraska 
(Mr. NELSON) was added as a cosponsor 
of S. 450, a bill to understand and com-
prehensively address the oral health 
problems associated with methamphet-
amine use. 

S. 475 
At the request of Mr. BURR, the name 

of the Senator from Nebraska (Mr. 
JOHANNS) was added as a cosponsor of 
S. 475, a bill to amend the 
Servicemembers Civil Relief Act to 
guarantee the equity of spouses of mili-
tary personnel with regard to matters 
of residency, and for other purposes. 

S. 478 
At the request of Mr. DEMINT, the 

name of the Senator from Florida (Mr. 
MARTINEZ) was added as a cosponsor of 
S. 478, a bill to amend the National 
Labor Relations Act to ensure the 
right of employees to a secret-ballot 
election conducted by the National 
Labor Relations Board. 

S. 487 
At the request of Mr. HARKIN, the 

name of the Senator from New Hamp-
shire (Mrs. SHAHEEN) was added as a co-
sponsor of S. 487, a bill to amend the 
Public Health Service Act to provide 
for human embryonic stem cell re-
search. 

S. 491 
At the request of Mr. WEBB, the name 

of the Senator from Idaho (Mr. CRAPO) 
was added as a cosponsor of S. 491, a 
bill to amend the Internal Revenue 
Code of 1986 to allow Federal civilian 
and military retirees to pay health in-
surance premiums on a pretax basis 
and to allow a deduction for TRICARE 
supplemental premiums. 

S. 495 
At the request of Mr. CARDIN, the 

name of the Senator from Illinois (Mr. 
DURBIN) was added as a cosponsor of S. 
495, a bill to increase public confidence 
in the justice system and address any 
unwarranted racial and ethnic dispari-
ties in the criminal process. 

S. 496 
At the request of Ms. CANTWELL, the 

name of the Senator from Rhode Island 
(Mr. WHITEHOUSE) was added as a co-
sponsor of S. 496, a bill to provide duty- 
free treatment for certain goods from 
designated Reconstruction Opportunity 
Zones in Afghanistan and Pakistan, 
and for other purposes. 

S. 501 
At the request of Mr. ROCKEFELLER, 

the name of the Senator from Michigan 
(Ms. STABENOW) was added as a cospon-
sor of S. 501, a bill to amend the Fed-
eral Food, Drug, and Cosmetic Act to 
prohibit the marketing of authorized 
generic drugs. 

S. RES. 57 
At the request of Mr. BAUCUS, the 

name of the Senator from California 

(Mrs. BOXER) was added as a cosponsor 
of S. Res. 57, a resolution designating 
the first week of April 2009 as ‘‘Na-
tional Asbestos Awareness Week’’. 

AMENDMENT NO. 592 

At the request of Mr. MCCAIN, the 
name of the Senator from Wyoming 
(Mr. ENZI) was added as a cosponsor of 
amendment No. 592 proposed to H.R. 
1105, a bill making omnibus appropria-
tions for the fiscal year ending Sep-
tember 30, 2009, and for other purposes. 

AMENDMENT NO. 596 

At the request of Mr. COBURN, the 
name of the Senator from Arizona (Mr. 
MCCAIN) was added as a cosponsor of 
amendment No. 596 proposed to H.R. 
1105, a bill making omnibus appropria-
tions for the fiscal year ending Sep-
tember 30, 2009, and for other purposes. 

AMENDMENT NO. 601 

At the request of Mr. VITTER, the 
names of the Senator from Oklahoma 
(Mr. INHOFE) and the Senator from 
South Carolina (Mr. DEMINT) were 
added as cosponsors of amendment No. 
601 intended to be proposed to H.R. 
1105, a bill making omnibus appropria-
tions for the fiscal year ending Sep-
tember 30, 2009, and for other purposes. 

AMENDMENT NO. 607 

At the request of Mr. WICKER, the 
names of the Senator from Wyoming 
(Mr. ENZI), the Senator from Kentucky 
(Mr. BUNNING), the Senator from Okla-
homa (Mr. INHOFE), the Senator from 
Oklahoma (Mr. COBURN), the Senator 
from Louisiana (Mr. VITTER), the Sen-
ator from Iowa (Mr. GRASSLEY), the 
Senator from South Dakota (Mr. 
THUNE), the Senator from Kansas (Mr. 
ROBERTS) and the Senator from South 
Carolina (Mr. DEMINT) were added as 
cosponsors of amendment No. 607 pro-
posed to H.R. 1105, a bill making omni-
bus appropriations for the fiscal year 
ending September 30, 2009, and for 
other purposes. 

AMENDMENT NO. 608 

At the request of Mr. COBURN, the 
name of the Senator from Arizona (Mr. 
MCCAIN) was added as a cosponsor of 
amendment No. 608 proposed to H.R. 
1105, a bill making omnibus appropria-
tions for the fiscal year ending Sep-
tember 30, 2009, and for other purposes. 

AMENDMENT NO. 610 

At the request of Mr. COBURN, the 
name of the Senator from Arizona (Mr. 
MCCAIN) was added as a cosponsor of 
amendment No. 610 proposed to H.R. 
1105, a bill making omnibus appropria-
tions for the fiscal year ending Sep-
tember 30, 2009, and for other purposes. 

AMENDMENT NO. 611 

At the request of Mr. THUNE, the 
names of the Senator from Oklahoma 
(Mr. INHOFE) and the Senator from Wy-
oming (Mr. ENZI) were added as cospon-
sors of amendment No. 611 intended to 
be proposed to H.R. 1105, a bill making 
omnibus appropriations for the fiscal 
year ending September 30, 2009, and for 
other purposes. 

STATEMENTS ON INTRODUCED 
BILLS AND JOINT RESOLUTIONS 

By Mr. DURBIN (for himself, Mr. 
GREGG, Mr. KENNEDY, Mr. BURR, 
Mr. DODD, Mr. ALEXANDER, and 
Mr. ISAKSON): 

S. 510. A bill to amend the Federal 
Food, Drug, and Cosmetic Act with re-
spect to the safety of the food supply; 
to the Committee on Health, Edu-
cation, Labor, and Pensions. 

Mr. DURBIN. Mr. President, today I 
rise to introduce the FDA Food Safety 
Modernization Act. 

When I introduced this bill in the 
last Congress, we were in the middle of 
one of the largest food-borne illness 
outbreaks in the history of our coun-
try. Nearly 1500 people fell sick last 
spring and summer because of Sal-
monella Saintpaul, leading to a Gov-
ernment investigation that pointed the 
finger first at tomatoes and then at 
jalapeno peppers in Texas before set-
tling on Serrano peppers in Mexico. In 
the meantime, more people got sick 
and the tomato industry lost up to 
hundreds of millions of dollars. 

Less than a year later, we find our-
selves in the middle of yet another na-
tionwide outbreak: peanut butter 
tainted with Salmonella, the second 
case of its kind in 2 years. There is not 
a day that goes by that we don’t hear 
about another recalled peanut butter 
product or another person sick with 
Salmonella. More than 660 people have 
been sickened, half of them children. 
At least nine people are dead. Over 
2,600 products have been recalled, in a 
recall that goes back to March 2005 and 
could continue for at least another 
couple of years, making this one of the 
biggest food recalls in our Nation’s his-
tory. 

Unfortunately, these problems seem 
to be par for the course. In the last 
couple of years we have seen Sal-
monella in our peppers and peanut but-
ter and E. coli in our spinach. Our food 
safety problems do not just start and 
stop at home: we have also seen chemi-
cally tainted pet food, milk products, 
and seafood from China. 

These problems are only the tip of 
the iceberg. Every year, more than 76 
million Americans become sick be-
cause of a food-borne illness, 325,000 are 
hospitalized, and 5,000 die. 

It is clear that the Food and Drug 
Administration, who regulates these 
foods and 80 percent of our food supply, 
including virtually all food imports, 
can not keep up. The agency is under-
funded and overwhelmed. It operates 
under an obsolete, largely reactive 1938 
law. Its food safety program has not 
kept up with the dramatic changes in 
our food system, and it does a poor job 
of preventing and responding to food 
safety problems. As a result, con-
sumers suffer and so do businesses 
something we can never afford, but es-
pecially in these trying economic 
times. 

Our food safety system is in crisis 
and it is time that we act. That’s why 
Senator GREGG and I are introducing 
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the FDA Food Safety Modernization 
Act, a bipartisan bill that gives the 
FDA the new authorities and resources 
it needs to stop food safety problems 
before they start. 

For the first time in history, our bill 
gives the FDA a mandate to inspect: to 
increase the inspections at all food fa-
cilities, including annual inspections of 
high risk facilities. It requires the food 
industry to have in place plans that ad-
dress identified hazards with the right 
preventive measures. It requires all 
testing and sampling for regulatory 
purposes to be done by labs accredited 
by the FDA, and requires those results 
to be sent to the agency. It also en-
ables the FDA to more effectively re-
spond to an outbreak by giving the 
agency new authorities to order re-
calls, shut down tainted facilities, and 
access records. 

This bill is proof that food safety is 
not a Democratic issue or a Republican 
one. Everyone eats. All Americans 
have a right to know that the food we 
buy for our families and our pets is 
safe. We should not have to worry 
about getting sick, or worse. If there’s 
a problem, our Government should be 
able to catch it and fix it before people 
die. 

I thank Senators KENNEDY, DODD, 
KLOBUCHAR, BURR, ALEXANDER, and 
CHAMBLISS for joining me in this effort. 
I also want to thank the consumer, 
public health, and industry groups who 
have helped us craft a strong bill for 
their support: Consumer Federation of 
America, Center for Science in the 
Public Interest, Consumers Union, 
Trust for America’s Health, Grocery 
Manufacturers of America, American 
Feed Industry Association, American 
Frozen Food Institute, Food Marketing 
Institute, National Fisheries Institute, 
and American Spice Trade Association. 

This bill is a comprehensive, bipar-
tisan effort that improves the FDA’s 
ability to prevent, detect, and respond 
to food safety problems, whether this 
means Salmonella-tainted peanut but-
ter from Georgia or melamine-spiked 
candy from China. It’s the first step to-
wards building a food safety system 
that is science and risk-based, account-
able to consumers, more transparent, 
and focused on prevention. I urge my 
colleagues to support this bill. 

Mr. President, I ask unanimous con-
sent that the text of the bill be printed 
in the RECORD. 

There being no objection, the text of 
the bill was ordered to be placed in the 
RECORD, as follows: 

S. 510 
Be it enacted by the Senate and House of Rep-

resentatives of the United States of America in 
Congress assembled, 
SECTION 1. SHORT TITLE; REFERENCES; TABLE 

OF CONTENTS. 
(a) SHORT TITLE.—This Act may be cited as 

the ‘‘FDA Food Safety Modernization Act’’. 
(b) REFERENCES.—Except as otherwise 

specified, whenever in this Act an amend-
ment is expressed in terms of an amendment 
to a section or other provision, the reference 
shall be considered to be made to a section 
or other provision of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 301 et seq.). 

(c) TABLE OF CONTENTS.—The table of con-
tents for this Act is as follows: 
Sec. 1. Short title; references; table of con-

tents. 
TITLE I—IMPROVING CAPACITY TO 

PREVENT FOOD SAFETY PROBLEMS 
Sec. 101. Inspections of records. 
Sec. 102. Registration of food facilities. 
Sec. 103. Hazard analysis and risk-based pre-

ventive controls. 
Sec. 104. Performance standards. 
Sec. 105. Standards for produce safety. 
Sec. 106. Protection against intentional 

adulteration. 
Sec. 107. Authority to collect fees. 
Sec. 108. National agriculture and food de-

fense strategy. 
Sec. 109. Food and Agriculture Coordinating 

Councils. 
Sec. 110. Building domestic capacity. 
Sec. 111. Final rule for prevention of Sal-

monella Enteritidis in shell 
eggs during production. 

Sec. 112. Sanitary transportation of food. 
Sec. 113. Food allergy and anaphylaxis man-

agement. 
TITLE II—IMPROVING CAPACITY TO DE-

TECT AND RESPOND TO FOOD SAFETY 
PROBLEMS 

Sec. 201. Targeting of inspection resources 
for domestic facilities, foreign 
facilities, and ports of entry; 
annual report. 

Sec. 202. Recognition of laboratory accredi-
tation for analyses of foods. 

Sec. 203. Integrated consortium of labora-
tory networks. 

Sec. 204. Enhancing traceback and record-
keeping. 

Sec. 205. Surveillance. 
Sec. 206. Mandatory recall authority. 
Sec. 207. Administrative detention of food. 
Sec. 208. Decontamination and disposal 

standards and plans. 
TITLE III—IMPROVING THE SAFETY OF 

IMPORTED FOOD 
Sec. 301. Foreign supplier verification pro-

gram. 
Sec. 302. Voluntary qualified importer pro-

gram. 
Sec. 303. Authority to require import certifi-

cations for food. 
Sec. 304. Prior notice of imported food ship-

ments. 
Sec. 305. Review of a regulatory authority of 

a foreign country. 
Sec. 306. Building capacity of foreign gov-

ernments with respect to food. 
Sec. 307. Inspection of foreign food facilities. 
Sec. 308. Accreditation of qualified third- 

party auditors and audit 
agents. 

Sec. 309. Foreign offices of the Food and 
Drug Administration. 

TITLE IV—MISCELLANEOUS PROVISIONS 
Sec. 401. Funding for food safety. 
Sec. 402. Jurisdiction; authorities. 

TITLE I—IMPROVING CAPACITY TO 
PREVENT FOOD SAFETY PROBLEMS 

SEC. 101. INSPECTIONS OF RECORDS. 
(a) IN GENERAL.—Section 414(a) (21 U.S.C. 

350c(a)) is amended— 
(1) by striking the heading and all follows 

through ‘‘of food is’’ and inserting the fol-
lowing: ‘‘RECORDS INSPECTION.— 

‘‘(1) ADULTERATED FOOD.—If the Secretary 
has a reasonable belief that an article of 
food, and any other article of food that the 
Secretary reasonably believes is likely to be 
affected in a similar manner, is’’; 

(2) by inserting ‘‘, and to any other article 
of food that the Secretary reasonably be-
lieves is likely to be affected in a similar 
manner,’’ after ‘‘relating to such article’’; 

(3) by striking the last sentence; and 

(4) by inserting at the end the following: 
‘‘(2) USE OF OR EXPOSURE TO FOOD OF CON-

CERN.—If the Secretary believes that there is 
a reasonable probability that the use of or 
exposure to an article of food, and any other 
article of food that the Secretary reasonably 
believes is likely to be affected in a similar 
manner, will cause serious adverse health 
consequences or death to humans or animals, 
each person (excluding farms and res-
taurants) who manufactures, processes, 
packs, distributes, receives, holds, or im-
ports such article shall, at the request of an 
officer or employee duly designated by the 
Secretary, permit such officer or employee, 
upon presentation of appropriate credentials 
and a written notice to such person, at rea-
sonable times and within reasonable limits 
and in a reasonable manner, to have access 
to and copy all records relating to such arti-
cle and to any other article of food that the 
Secretary reasonably believes is likely to be 
affected in a similar manner, that are needed 
to assist the Secretary in determining 
whether there is a reasonable probability 
that the use of or exposure to the food will 
cause serious adverse health consequences or 
death to humans or animals. 

‘‘(3) APPLICATION.—The requirement under 
paragraphs (1) and (2) applies to all records 
relating to the manufacture, processing, 
packing, distribution, receipt, holding, or 
importation of such article maintained by or 
on behalf of such person in any format (in-
cluding paper and electronic formats) and at 
any location.’’. 

(b) CONFORMING AMENDMENT.—Section 
704(a)(1)(B) (21 U.S.C. 374(a)(1)(B)) is amended 
by striking ‘‘section 414 when’’ and all that 
follows through ‘‘subject to’’ and inserting 
‘‘section 414, when the standard for record 
inspection under paragraph (1) or (2) of sec-
tion 414(a) applies, subject to’’. 
SEC. 102. REGISTRATION OF FOOD FACILITIES. 

(a) UPDATING OF FOOD CATEGORY REGULA-
TIONS; BIENNIAL REGISTRATION RENEWAL.— 
Section 415(a) (21 U.S.C. 350d(a)) is amend-
ed— 

(1) in paragraph (2), by— 
(A) striking ‘‘conducts business and’’ and 

inserting ‘‘conducts business, the e-mail ad-
dress for the contact person of the facility 
or, in the case of a foreign facility, the 
United States agent for the facility, and’’; 
and 

(B) inserting ‘‘, or any other food cat-
egories as determined appropriate by the 
Secretary, including by guidance)’’ after 
‘‘Code of Federal Regulations’’; 

(2) by redesignating paragraphs (3) and (4) 
as paragraphs (4) and (5), respectively; and 

(3) by inserting after paragraph (2) the fol-
lowing: 

‘‘(3) BIENNIAL REGISTRATION RENEWAL.— 
During the period beginning on October 1 
and ending on December 31 of each even- 
numbered year, a registrant that has sub-
mitted a registration under paragraph (1) 
shall submit to the Secretary a renewal reg-
istration containing the information de-
scribed in paragraph (2). The Secretary shall 
provide for an abbreviated registration re-
newal process for any registrant that has not 
had any changes to such information since 
the registrant submitted the preceding reg-
istration or registration renewal for the fa-
cility involved.’’. 

(b) SUSPENSION OF REGISTRATION.— 
(1) IN GENERAL.—Section 415 (21 U.S.C. 350d) 

is amended— 
(A) in subsection (a)(2), by inserting after 

the first sentence the following: ‘‘The reg-
istration shall contain an assurance that the 
Secretary will be permitted to inspect such 
facility at the times and in the manner per-
mitted by this Act.’’; 

(B) by redesignating subsections (b) and (c) 
as subsections (c) and (d), respectively; and 

VerDate Nov 24 2008 02:25 Mar 04, 2009 Jkt 079060 PO 00000 Frm 00045 Fmt 0624 Sfmt 0634 E:\CR\FM\G03MR6.012 S03MRPT1w
w

oo
ds

2 
on

 P
R

O
D

P
C

68
 w

ith
 S

E
N

A
T

E



CONGRESSIONAL RECORD — SENATES2694 March 3, 2009 
(C) by inserting after subsection (a) the fol-

lowing: 
‘‘(b) SUSPENSION OF REGISTRATION.— 
‘‘(1) IN GENERAL.—If the Secretary deter-

mines that food manufactured, processed, 
packed, or held by a facility registered under 
this section has a reasonable probability of 
causing serious adverse health consequences 
or death to humans or animals, the Sec-
retary may by order suspend the registration 
of the facility under this section in accord-
ance with this subsection. 

‘‘(2) HEARING ON SUSPENSION.—The Sec-
retary shall provide the registrant subject to 
an order under paragraph (1) with an oppor-
tunity for an informal hearing, to be held as 
soon as possible but not later than 2 days 
after the issuance of the order, on the ac-
tions required for reinstatement of registra-
tion and why the registration that is subject 
to suspension should be reinstated. The Sec-
retary shall reinstate a registration if the 
Secretary determines, based on evidence pre-
sented, that adequate grounds do not exist to 
continue the suspension of the registration. 

‘‘(3) POST-HEARING CORRECTIVE ACTION 
PLAN; VACATING OF ORDER.— 

‘‘(A) CORRECTIVE ACTION PLAN.—If, after 
providing opportunity for an informal hear-
ing under paragraph (2), the Secretary deter-
mines that the suspension of registration re-
mains necessary, the Secretary shall require 
the registrant to submit a corrective action 
plan to demonstrate how the registrant 
plans to correct the conditions found by the 
Secretary. The Secretary shall review such 
plan in a timely manner. 

‘‘(B) VACATING OF ORDER.—Upon a deter-
mination by the Secretary that adequate 
grounds do not exist to continue the suspen-
sion actions required by the order, or that 
such actions should be modified, the Sec-
retary shall vacate the order or modify the 
order. 

‘‘(4) EFFECT OF SUSPENSION.—If the reg-
istration of a facility is suspended under this 
subsection, such facility shall not import 
food or offer to import food into the United 
States, or otherwise introduce food into 
interstate commerce in the United States. 

‘‘(5) REGULATIONS.—The Secretary shall 
promulgate regulations that describe the 
standards officials will use in making a de-
termination to suspend a registration, and 
the format such officials will use to explain 
to the registrant the conditions found at the 
facility. 

‘‘(6) NO DELEGATION.—The authority con-
ferred by this subsection to issue an order to 
suspend a registration or vacate an order of 
suspension shall not be delegated to any offi-
cer or employee other than the Commis-
sioner.’’. 

(2) IMPORTED FOOD.—Section 801(l) (21 
U.S.C. 381(l)) is amended by inserting ‘‘(or for 
which a registration has been suspended 
under such section)’’ after ‘‘section 415’’. 

(c) CONFORMING AMENDMENTS.— 
(1) Section 301(d) (21 U.S.C. 331(d)) is 

amended by inserting ‘‘415,’’ after ‘‘404,’’. 
(2) Section 415(d), as redesignated by sub-

section (b), is amended by adding at the end 
before the period ‘‘for a facility to be reg-
istered, except with respect to the reinstate-
ment of a registration that is suspended 
under subsection (b)’’. 
SEC. 103. HAZARD ANALYSIS AND RISK-BASED 

PREVENTIVE CONTROLS. 
(a) IN GENERAL.—Chapter IV (21 U.S.C. 341 

et seq.) is amended by adding at the end the 
following: 
‘‘SEC. 418. HAZARD ANALYSIS AND RISK-BASED 

PREVENTIVE CONTROLS. 
‘‘(a) IN GENERAL.—Each owner, operator, or 

agent in charge of a facility shall, in accord-
ance with this section, evaluate the hazards 
that could affect food manufactured, proc-

essed, packed, or held by such facility, iden-
tify and implement preventive controls to 
significantly minimize or prevent their oc-
currence and provide assurances that such 
food is not adulterated under section 402 or 
misbranded under section 403(w), monitor 
the performance of those controls, and main-
tain records of this monitoring as a matter 
of routine practice. 

‘‘(b) HAZARD ANALYSIS.—The owner, oper-
ator, or agent in charge of a facility shall— 

‘‘(1) identify and evaluate known or rea-
sonably foreseeable hazards that may be as-
sociated with the facility, including— 

‘‘(A) biological, chemical, physical, and ra-
diological hazards, natural toxins, pes-
ticides, drug residues, decomposition, 
parasites, allergens, and unapproved food 
and color additives; and 

‘‘(B) hazards that occur naturally, may be 
unintentionally introduced, or may be inten-
tionally introduced, including by acts of ter-
rorism; and 

‘‘(2) develop a written analysis of the haz-
ards. 

‘‘(c) PREVENTIVE CONTROLS.—The owner, 
operator, or agent in charge of a facility 
shall identify and implement preventive con-
trols, including at critical control points, if 
any, to provide assurances that— 

‘‘(1) hazards identified in the hazard anal-
ysis conducted under subsection (b) will be 
significantly minimized or prevented; and 

‘‘(2) the food manufactured, processed, 
packed, or held by such facility will not be 
adulterated under section 402 or misbranded 
under section 403(w). 

‘‘(d) MONITORING OF EFFECTIVENESS.—The 
owner, operator, or agent in charge of a fa-
cility shall monitor the effectiveness of the 
preventive controls implemented under sub-
section (c) to provide assurances that the 
outcomes described in subsection (c) shall be 
achieved. 

‘‘(e) CORRECTIVE ACTIONS.—The owner, op-
erator, or agent in charge of a facility shall 
establish procedures that a facility will im-
plement if the preventive controls imple-
mented under subsection (c) are found to be 
ineffective through monitoring under sub-
section (d). 

‘‘(f) VERIFICATION.—The owner, operator, or 
agent in charge of a facility shall verify 
that— 

‘‘(1) the preventive controls implemented 
under subsection (c) are adequate to control 
the hazards identified under subsection (b); 

‘‘(2) the owner, operator, or agent is con-
ducting monitoring in accordance with sub-
section (d); 

‘‘(3) the owner, operator, or agent is mak-
ing appropriate decisions about corrective 
actions taken under subsection (e); and 

‘‘(4) there is documented, periodic reanaly-
sis of the plan under subsection (i) to ensure 
that the plan is still relevant to the raw ma-
terials, as well as to conditions and processes 
in the facility, and to new and emerging 
threats. 

‘‘(g) RECORDKEEPING.—The owner, operator, 
or agent in charge of a facility shall main-
tain, for not less than 2 years, records docu-
menting the monitoring of the preventive 
controls implemented under subsection (c), 
instances of nonconformance material to 
food safety, instances when corrective ac-
tions were implemented, and the efficacy of 
preventive controls and corrective actions. 

‘‘(h) WRITTEN PLAN AND DOCUMENTATION.— 
Each owner, operator, or agent in charge of 
a facility shall prepare a written plan that 
documents and describes the procedures used 
by the facility to comply with the require-
ments of this section, including analyzing 
the hazards under subsection (b) and identi-
fying the preventive controls adopted to ad-
dress those hazards under subsection (c). 
Such written plan, together with documenta-

tion that the plan is being implemented, 
shall be made promptly available to a duly 
authorized representative of the Secretary 
upon oral or written request. 

‘‘(i) REQUIREMENT TO REANALYZE.—Each 
owner, operator, or agent in charge of a fa-
cility shall conduct a reanalysis under sub-
section (b) whenever a significant change is 
made in the activities conducted at a facility 
operated by such owner, operator, or agent if 
the change creates a reasonable potential for 
a new hazard or a significant increase in a 
previously identified hazard or not less fre-
quently than once every 3 years, whichever 
is earlier. Such reanalysis shall be completed 
and additional preventive controls needed to 
address the hazard identified, if any, shall be 
implemented before the change in activities 
at the facility is commenced. Such owner, 
operator, or agent shall revise the written 
plan required under subsection (h) if such a 
significant change is made or document the 
basis for the conclusion that no additional or 
revised preventive controls are needed. The 
Secretary may require a reanalysis under 
this section to respond to new hazards and 
developments in scientific understanding. 

‘‘(j) DEEMED COMPLIANCE OF SEAFOOD, 
JUICE, AND LOW-ACID CANNED FOOD FACILI-
TIES IN COMPLIANCE WITH HACCP.—An 
owner, operator, or agent in charge of a fa-
cility required to comply with 1 of the fol-
lowing standards and regulations with re-
spect to such facility shall be deemed to be 
in compliance with this section, with respect 
to such facility: 

‘‘(1) The Seafood Hazard Analysis Critical 
Control Points Program of the Food and 
Drug Administration. 

‘‘(2) The Juice Hazard Analysis Critical 
Control Points Program of the Food and 
Drug Administration. 

‘‘(3) The Thermally Processed Low-Acid 
Foods Packaged in Hermetically Sealed Con-
tainers standards of the Food and Drug Ad-
ministration (or any successor standards). 

‘‘(k) EXCEPTION FOR FACILITIES IN COMPLI-
ANCE WITH SECTION 419.—This section shall 
not apply to a facility that is subject to sec-
tion 419. 

‘‘(l) AUTHORITY WITH RESPECT TO CERTAIN 
FACILITIES.—The Secretary may, by regula-
tion, exempt or modify the requirements for 
compliance under this section with respect 
to facilities that are solely engaged in the 
production of food for animals other than 
man or the storage of packaged foods that 
are not exposed to the environment. 

‘‘(m) DEFINITIONS.—For purposes of this 
section: 

‘‘(1) CRITICAL CONTROL POINT.—The term 
‘critical control point’ means a point, step, 
or procedure in a food process at which con-
trol can be applied and is essential to pre-
vent or eliminate a food safety hazard or re-
duce it to an acceptable level. 

‘‘(2) FACILITY.—The term ‘facility’ means a 
domestic facility or a foreign facility that is 
required to register under section 415. 

‘‘(3) PREVENTIVE CONTROLS.—The term ‘pre-
ventive controls’ means those risk-based, 
reasonably appropriate procedures, prac-
tices, and processes that a person knowledge-
able about the safe manufacturing, proc-
essing, packing, or holding of food would 
have employed to significantly minimize or 
prevent the hazards identified under the haz-
ard analysis conducted under subsection (a) 
and that are consistent with the current sci-
entific understanding of safe food manufac-
turing, processing, packing, or holding at the 
time of the analysis. Those procedures, prac-
tices, and processes may include the fol-
lowing: 

‘‘(A) Sanitation procedures for food con-
tact surfaces and utensils and food-contact 
surfaces of equipment. 

‘‘(B) Supervisor, manager, and employee 
hygiene training. 
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‘‘(C) An environmental monitoring pro-

gram to verify the effectiveness of pathogen 
controls. 

‘‘(D) An allergen control program. 
‘‘(E) A recall contingency plan. 
‘‘(F) Good Manufacturing Practices 

(GMPs). 
‘‘(G) Supplier verification activities.’’. 
(b) REGULATIONS.— 
(1) IN GENERAL.—The Secretary of Health 

and Human Services (referred to in this Act 
as the ‘‘Secretary’’) shall promulgate regula-
tions to establish science-based minimum 
standards for conducting a hazard analysis, 
documenting hazards, implementing preven-
tive controls, and documenting the imple-
mentation of the preventive controls under 
section 418 of the Federal Food, Drug, and 
Cosmetic Act (as added by subsection (a)). 

(2) CONTENT.—The regulations promulgated 
under paragraph (1) shall provide sufficient 
flexibility to be applicable in all situations, 
including in the operations of small busi-
nesses. 

(3) RULE OF CONSTRUCTION.—Nothing in this 
subsection shall be construed to provide the 
Secretary with the authority to apply spe-
cific technologies, practices, or critical con-
trols to an individual facility. 

(4) REVIEW.—In promulgating the regula-
tions under paragraph (1), the Secretary 
shall review regulatory hazard analysis and 
preventive control programs in existence on 
the date of enactment of this Act to ensure 
that the program under such section 418 is 
consistent, to the extent practicable, with 
applicable internationally recognized stand-
ards in existence on such date. 

(c) GUIDANCE DOCUMENT.—The Secretary 
shall issue a guidance document related to 
hazard analysis and preventive controls re-
quired under section 418 of the Federal Food, 
Drug, and Cosmetic Act (as added by sub-
section (a)). 

(d) PROHIBITED ACTS.—Section 301 (21 
U.S.C. 331) is amended by adding at the end 
the following: 

‘‘(oo) The operation of a facility that man-
ufacturers, processes, packs, or holds food 
for sale in the United States if the owner, op-
erator, or agent in charge of such facility is 
not in compliance with section 418.’’. 

(e) NO EFFECT ON HACCP AUTHORITIES.— 
Nothing in the amendments made by this 
section limits the authority of the Secretary 
under the Federal Food, Drug, and Cosmetic 
Act (21 U.S.C. 301 et seq.) or the Public 
Health Service Act (42 U.S.C. 201 et seq.) to 
revise, issue, or enforce product and cat-
egory-specific regulations, such as the Sea-
food Hazard Analysis Critical Controls 
Points Program, the Juice Hazard Analysis 
Critical Control Program, and the Thermally 
Processed Low-Acid Foods Packaged in Her-
metically Sealed Containers standards. 

(f) EFFECTIVE DATE.— 
(1) GENERAL RULE.—The amendments made 

by this section shall take effect 18 months 
after the date of enactment of this Act. 

(2) EXCEPTIONS.—Notwithstanding para-
graph (1)— 

(A) the amendments made by this section 
shall apply to a small business (as defined by 
the Secretary) after the date that is 2 years 
after the date of enactment of this Act; and 

(B) the amendments made by this section 
shall apply to a very small business (as de-
fined by the Secretary) after the date that is 
3 years after the date of enactment of this 
Act. 
SEC. 104. PERFORMANCE STANDARDS. 

The Secretary shall, not less frequently 
than every 2 years, review and evaluate rel-
evant health data and other relevant infor-
mation, including from toxicological and ep-
idemiological studies and analyses, to deter-
mine the most significant food-borne con-

taminants and, when appropriate to reduce 
the risk of serious illness or death to humans 
or animals or to prevent the adulteration of 
the food under section 402 of the Federal 
Food, Drug, or Cosmetic Act, (21 U.S.C. 342) 
or to prevent the spread of communicable 
disease under section 361 of the Public 
Health Service Act (42 U.S.C. 264), shall issue 
contaminant-specific and science-based guid-
ance documents, actions levels, or regula-
tions. Such guidance, action levels, or regu-
lations shall apply to products or product 
classes and shall not be written to be facil-
ity-specific. 
SEC. 105. STANDARDS FOR PRODUCE SAFETY. 

(a) IN GENERAL.—Chapter IV (21 U.S.C. 341 
et seq.), as amended by section 103, is amend-
ed by adding at the end the following: 
‘‘SEC. 419. STANDARDS FOR PRODUCE SAFETY. 

‘‘(a) PROPOSED RULEMAKING.— 
‘‘(1) IN GENERAL.—Not later than 1 year 

after the date of enactment of the FDA Food 
Safety Modernization Act, the Secretary, in 
consultation with the Secretary of Agri-
culture and representatives of State depart-
ments of agriculture, shall publish a notice 
of proposed rulemaking to establish science- 
based minimum standards for the safe pro-
duction and harvesting of those types of 
fruits and vegetables that are raw agricul-
tural commodities for which the Secretary 
has determined that such standards mini-
mize the risk of serious adverse health con-
sequences or death. 

‘‘(2) PUBLIC INPUT.—During the comment 
period on the notice of proposed rulemaking 
under paragraph (1), the Secretary shall con-
duct not less than 3 public meetings in di-
verse geographical areas of the United States 
to provide persons in different regions an op-
portunity to comment. 

‘‘(3) CONTENT.—The proposed rulemaking 
under paragraph (1) shall— 

‘‘(A) include, with respect to growing, har-
vesting, sorting, and storage operations, 
minimum standards related to soil amend-
ments, hygiene, packaging, temperature con-
trols, animal encroachment, and water; and 

‘‘(B) consider hazards that occur naturally, 
may be unintentionally introduced, or may 
be intentionally introduced, including by 
acts of terrorism. 

‘‘(4) PRIORITIZATION.—The Secretary shall 
prioritize the implementation of the regula-
tions for specific fruits and vegetables that 
are raw agricultural commodities that have 
been associated with food-borne illness out-
breaks. 

‘‘(b) FINAL REGULATION.— 
‘‘(1) IN GENERAL.—Not later than 1 year 

after the close of the comment period for the 
proposed rulemaking under subsection (a), 
the Secretary shall adopt a final regulation 
to provide for minimum standards for those 
types of fruits and vegetables that are raw 
agricultural commodities for which the Sec-
retary has determined that such standards 
minimize the risk of serious adverse health 
consequences or death. 

‘‘(2) FINAL REGULATION.—The final regula-
tion shall— 

‘‘(A) provide a reasonable period of time 
for compliance, taking into account the 
needs of small businesses for additional time 
to comply; 

‘‘(B) provide for coordination of education 
and enforcement activities by State and 
local officials, as designated by the Gov-
ernors of the respective States; and 

‘‘(C) include a description of the variance 
process under subsection (c) and the types of 
permissible variances the Secretary may 
grant. 

‘‘(c) CRITERIA.— 
‘‘(1) IN GENERAL.—The regulations adopted 

under subsection (b) shall— 
‘‘(A) set forth those procedures, processes, 

and practices as the Secretary determines to 

be reasonably necessary to prevent the intro-
duction of known or reasonably foreseeable 
biological, chemical, and physical hazards, 
including hazards that occur naturally, may 
be unintentionally introduced, or may be in-
tentionally introduced, including by acts of 
terrorism, into fruits and vegetables that are 
raw agricultural commodities and to provide 
reasonable assurances that the produce is 
not adulterated under section 402; and 

‘‘(B) permit States and foreign countries 
from which food is imported into the United 
States, subject to paragraph (2), to request 
from the Secretary variances from the re-
quirements of the regulations, where upon 
approval of the Secretary, the variance is 
considered permissible under the require-
ments of the regulations adopted under sub-
section (b)(2)(C) and where the State or for-
eign country determines that the variance is 
necessary in light of local growing condi-
tions and that the procedures, processes, and 
practices to be followed under the variance 
are reasonably likely to ensure that the 
produce is not adulterated under section 402 
to the same extent as the requirements of 
the regulation adopted under subsection (b). 

‘‘(2) APPROVAL OF VARIANCES.—A State or 
foreign country from which food is imported 
into the United States shall request a vari-
ance from the Secretary in writing. The Sec-
retary may deny such a request as not rea-
sonably likely to ensure that the produce is 
not adulterated under section 402 to the 
same extent as the requirements of the regu-
lation adopted under subsection (b). 

‘‘(d) ENFORCEMENT.—The Secretary may 
coordinate with the Secretary of Agriculture 
and shall contract and coordinate with the 
agency or department designated by the 
Governor of each State to perform activities 
to ensure compliance with this section. 

‘‘(e) GUIDANCE.—Not later than 1 year after 
the date of enactment of the FDA Food Safe-
ty Modernization Act, the Secretary shall 
publish, after consultation with the Sec-
retary of Agriculture and representatives of 
State departments of agriculture, updated 
good agricultural practices and guidance for 
the safe production and harvesting of spe-
cific types of fresh produce. 

‘‘(f) EXCEPTION FOR FACILITIES IN COMPLI-
ANCE WITH SECTION 418.—This section shall 
not apply to a facility that is subject to sec-
tion 418.’’. 

(b) PROHIBITED ACTS.—Section 301 (21 
U.S.C. 331), as amended by section 103, is 
amended by adding at the end the following: 

‘‘(pp) The production or harvesting of 
produce not in accordance with minimum 
standards as provided by regulation under 
section 419(b) or a variance issued under sec-
tion 419(c).’’. 

(c) NO EFFECT ON HACCP AUTHORITIES.— 
Nothing in the amendments made by this 
section limits the authority of the Secretary 
under the Federal Food, Drug, and Cosmetic 
Act (21 U.S.C. 301 et seq.) or the Public 
Health Service Act (42 U.S.C. 201 et seq.) to 
revise, issue, or enforce product and cat-
egory-specific regulations, such as the Sea-
food Hazard Analysis Critical Controls 
Points Program, the Juice Hazard Analysis 
Critical Control Program, and the Thermally 
Processed Low-Acid Foods Packaged in Her-
metically Sealed Containers standards. 
SEC. 106. PROTECTION AGAINST INTENTIONAL 

ADULTERATION. 

(a) IN GENERAL.—Chapter IV (21 U.S.C. 341 
et seq.), as amended by section 105, is amend-
ed by adding at the end the following: 
‘‘SEC. 420. PROTECTION AGAINST INTENTIONAL 

ADULTERATION. 

‘‘(a) IN GENERAL.—Not later than 24 
months after the date of enactment of the 
FDA Food Safety Modernization Act, the 
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Secretary, in consultation with the Sec-
retary of Homeland Security and the Sec-
retary of Agriculture, shall promulgate regu-
lations to protect against the intentional 
adulteration of food subject to this Act. 

‘‘(b) CONTENT OF REGULATIONS.—Regula-
tions under subsection (a) shall only apply to 
food— 

‘‘(1) for which the Secretary has identified 
clear vulnerabilities (such as short shelf-life 
or susceptibility to intentional contamina-
tion at critical control points); 

‘‘(2) in bulk or batch form, prior to being 
packaged for the final consumer; and 

‘‘(3) for which there is a high risk of inten-
tional contamination, as determined by the 
Secretary, that could cause serious adverse 
health consequences or death to humans or 
animals. 

‘‘(c) DETERMINATIONS.—In making the de-
termination under subsection (b)(3), the Sec-
retary shall— 

‘‘(1) conduct vulnerability assessments of 
the food system; 

‘‘(2) consider the best available under-
standing of uncertainties, risks, costs, and 
benefits associated with guarding against in-
tentional adulteration at vulnerable points; 
and 

‘‘(3) determine the types of science-based 
mitigation strategies or measures that are 
necessary to protect against the intentional 
adulteration of food. 

‘‘(d) EXCEPTION.—This section shall not 
apply to food produced on farms, except for 
milk. 

‘‘(e) DEFINITION.—For purposes of this sec-
tion, the term ‘farm’ has the meaning given 
that term in section 1.227 of title 21, Code of 
Federal Regulations (or any successor regu-
lation).’’. 

(b) GUIDANCE DOCUMENTS.— 
(1) IN GENERAL.—Not later than 1 year after 

the date of enactment of this Act, the Sec-
retary, in consultation with the Secretary of 
Homeland Security and the Secretary of Ag-
riculture, shall issue guidance documents re-
lated to protection against the intentional 
adulteration of food, including mitigation 
strategies or measures to guard against such 
adulteration as required under section 420 of 
the Federal Food, Drug, and Cosmetic Act, 
as added by subsection (a). 

(2) CONTENT.—The guidance document 
issued under paragraph (1) shall— 

(A) specify how a person shall assess 
whether the person is required to implement 
mitigation strategies or measures intended 
to protect against the intentional adultera-
tion of food; 

(B) specify appropriate science-based miti-
gation strategies or measures to prepare and 
protect the food supply chain at specific vul-
nerable points, as appropriate; 

(C) include a model assessment for a person 
to use under subparagraph (A); 

(D) include examples of mitigation strate-
gies or measures described in subparagraph 
(B); and 

(E) specify situations in which the exam-
ples of mitigation strategies or measures de-
scribed in subparagraph (D) are appropriate. 

(3) LIMITED DISTRIBUTION.—In the interest 
of national security, the Secretary, in con-
sultation with the Secretary of Homeland 
Security, may determine the time and man-
ner in which the guidance documents issued 
under paragraph (1) are made public, includ-
ing by releasing such documents to targeted 
audiences. 

(c) PERIODIC REVIEW.—The Secretary shall 
periodically review and, as appropriate, up-
date the regulation under subsection (a) and 
the guidance documents under subsection 
(b). 

(d) PROHIBITED ACTS.—Section 301 (21 
U.S.C. 331 et seq.), as amended by section 105, 
is amended by adding at the end the fol-
lowing: 

‘‘(qq) The failure to comply with section 
420.’’. 
SEC. 107. AUTHORITY TO COLLECT FEES. 

(a) FEES FOR REINSPECTION, RECALL, AND 
IMPORTATION ACTIVITIES.—Subchapter C of 
chapter VII (21 U.S.C. 379f et seq.) is amended 
by inserting after section 740 the following: 

‘‘PART 5—FEES RELATED TO FOOD 
‘‘SEC. 740A. AUTHORITY TO COLLECT AND USE 

FEES. 
‘‘(a) IN GENERAL.— 
‘‘(1) PURPOSE AND AUTHORITY.—For fiscal 

year 2010 and each subsequent fiscal year, 
the Secretary shall, in accordance with this 
section, assess and collect fees from— 

‘‘(A) each domestic facility (as defined in 
section 415(b)) subject to a reinspection in 
such fiscal year, to cover reinspection-re-
lated costs for such year; 

‘‘(B) each domestic facility (as defined in 
section 415(b)) and importer subject to a food 
recall in such fiscal year, to cover food recall 
activities performed by the Secretary, in-
cluding technical assistance, follow-up effec-
tiveness checks, and public notifications, for 
such year; 

‘‘(C) each importer participating in the 
voluntary qualified importer program under 
section 806 in such year, to cover the admin-
istrative costs such program for such year; 
and 

‘‘(D) each importer subject to a reinspec-
tion in such fiscal year at a port of entry, to 
cover reinspection-related costs at ports of 
entry for such year. 

‘‘(2) DEFINITIONS.—For purposes of this sec-
tion— 

‘‘(A) the term ‘reinspection’ means— 
‘‘(i) with respect to domestic facilities (as 

defined in section 415(b)), 1 or more inspec-
tions conducted under section 704 subsequent 
to an inspection conducted under such provi-
sion which identified noncompliance materi-
ally related to a food safety requirement of 
this Act, specifically to determine whether 
compliance has been achieved to the Sec-
retary’s satisfaction; and 

‘‘(ii) with respect to importers, 1 or more 
examinations conducted under section 801 
subsequent to an examination conducted 
under such provision which identified non-
compliance materially related to a food safe-
ty requirement of this Act, specifically to 
determine whether compliance has been 
achieved to the Secretary’s satisfaction; and 

‘‘(B) the term ‘reinspection-related costs’ 
means all expenses, including administrative 
expenses, incurred in connection with— 

‘‘(i) arranging, conducting, and evaluating 
the results of reinspections; and 

‘‘(ii) assessing and collecting reinspection 
fees under this section. 

‘‘(b) ESTABLISHMENT OF FEES.— 
‘‘(1) IN GENERAL.—Subject to subsections 

(c) and (d), the Secretary shall establish the 
fees to be collected under this section for 
each fiscal year specified in subsection (a)(1), 
based on the methodology described under 
paragraph (2), and shall publish such fees in 
a Federal Register notice not later than 60 
days before the start of each such year. 

‘‘(2) FEE METHODOLOGY.— 
‘‘(A) FEES.—Fees amounts established for 

collection— 
‘‘(i) under subparagraph (A) of subsection 

(a)(1) for a fiscal year shall be based on the 
Secretary’s estimate of 100 percent of the 
costs of the reinspection-related activities 
(including by type or level of reinspection 
activity, as the Secretary determines appli-
cable) described in such subparagraph (A) for 
such year; 

‘‘(ii) under subparagraph (B) of subsection 
(a)(1) for a fiscal year shall be based on the 
Secretary’s estimate of 100 percent of the 
costs of the activities described in such sub-
paragraph (B) for such year; 

‘‘(iii) under subparagraph (C) of subsection 
(a)(1) for a fiscal year shall be based on the 
Secretary’s estimate of 100 percent of the 
costs of the activities described in such sub-
paragraph (C) for such year; and 

‘‘(iv) under subparagraph (D) of subsection 
(a)(1) for a fiscal year shall be based on the 
Secretary’s estimate of 100 percent of the 
costs of the activities described in such sub-
paragraph (D) for such year. 

‘‘(B) OTHER CONSIDERATIONS.— 
‘‘(i) VOLUNTARY QUALIFIED IMPORTER PRO-

GRAM.— 
‘‘(I) PARTICIPATION.—In establishing the fee 

amounts under subparagraph (A)(iii) for a 
fiscal year, the Secretary shall provide for 
the number of importers who have submitted 
to the Secretary a notice under section 806(e) 
informing the Secretary of the intent of such 
importer to participate in the program under 
section 806 in such fiscal year. 

‘‘(II) RECOUPMENT.—In establishing the fee 
amounts under subparagraph (A)(iii) for the 
first 5 fiscal years after the date of enact-
ment of this section, the Secretary shall in-
clude in such fee a reasonable surcharge that 
provides a recoupment of the costs expended 
by the Secretary to establish and implement 
the first year of the program under section 
806. 

‘‘(ii) CREDITING OF FEES.—In establishing 
the fee amounts under subparagraph (A) for 
a fiscal year, the Secretary shall provide for 
the crediting of fees from the previous year 
to the next year if the Secretary overesti-
mated the amount of fees needed to carry 
out such activities, and consider the need to 
account for any adjustment of fees and such 
other factors as the Secretary determines 
appropriate. 

‘‘(3) USE OF FEES.—The Secretary shall 
make all of the fees collected pursuant to 
clause (i), (ii), (iii), and (iv) of paragraph 
(2)(A) available solely to pay for the costs re-
ferred to in such clause (i), (ii), (iii), and (iv) 
of paragraph (2)(A), respectively. 

‘‘(4) COMPLIANCE WITH INTERNATIONAL 
AGREEMENTS.—Nothing in this section shall 
be construed to authorize the assessment of 
any fee inconsistent with the agreement es-
tablishing the World Trade Organization or 
any other treaty or international agreement 
to which the United States is a party. 

‘‘(c) LIMITATIONS.— 
‘‘(1) IN GENERAL.—Fees under subsection (a) 

shall be refunded for a fiscal year beginning 
after fiscal year 2010 unless appropriations 
for the Center for Food Safety and Applied 
Nutrition and the Center for Veterinary 
Medicine and related activities of the Office 
of Regulatory Affairs at the Food and Drug 
Administration for such fiscal year (exclud-
ing the amount of fees appropriated for such 
fiscal year) are equal to or greater than the 
amount of appropriations for the Center for 
Food Safety and Applied Nutrition and the 
Center for Veterinary Medicine and related 
activities of the Office of Regulatory Affairs 
at the Food and Drug Administration for the 
preceding fiscal year (excluding the amount 
of fees appropriated for such fiscal year) 
multiplied by 1 plus 4.5 percent. 

‘‘(2) AUTHORITY.—If the Secretary does not 
assess fees under subsection (a) during any 
portion of a fiscal year because of paragraph 
(1) and if at a later date in such fiscal year 
the Secretary may assess such fees, the Sec-
retary may assess and collect such fees, 
without any modification in the rate, under 
subsection (a), notwithstanding the provi-
sions of subsection (a) relating to the date 
fees are to be paid. 

‘‘(3) LIMITATION ON AMOUNT OF CERTAIN 
FEES.— 

‘‘(A) IN GENERAL.—Notwithstanding any 
other provision of this section and subject to 
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subparagraph (B), the Secretary may not col-
lect fees in a fiscal year such that the 
amount collected— 

‘‘(i) under subparagraph (B) of subsection 
(a)(1) exceeds $20,000,000; and 

‘‘(ii) under subparagraphs (A) and (D) of 
subsection (a)(1) exceeds $25,000,000 com-
bined. 

‘‘(B) EXCEPTION.—If a domestic facility (as 
defined in section 415(b)) or an importer be-
comes subject to a fee described in subpara-
graph (A), (B), or (D) of subsection (a)(1) 
after the maximum amount of fees has been 
collected by the Secretary under subpara-
graph (A), the Secretary may collect a fee 
from such facility or importer. 

‘‘(d) CREDITING AND AVAILABILITY OF 
FEES.—Fees authorized under subsection (a) 
shall be collected and available for obliga-
tion only to the extent and in the amount 
provided in appropriations Acts. Such fees 
are authorized to remain available until ex-
pended. Such sums as may be necessary may 
be transferred from the Food and Drug Ad-
ministration salaries and expenses account 
without fiscal year limitation to such appro-
priation account for salaries and expenses 
with such fiscal year limitation. The sums 
transferred shall be available solely for the 
purpose of paying the operating expenses of 
the Food and Drug Administration employ-
ees and contractors performing activities as-
sociated with these food safety fees. 

‘‘(e) COLLECTION OF FEES.— 
‘‘(1) IN GENERAL.—The Secretary shall 

specify in the Federal Register notice de-
scribed in subsection (b)(1) the time and 
manner in which fees assessed under this sec-
tion shall be collected. 

‘‘(2) COLLECTION OF UNPAID FEES.—In any 
case where the Secretary does not receive 
payment of a fee assessed under this section 
within 30 days after it is due, such fee shall 
be treated as a claim of the United States 
Government subject to provisions of sub-
chapter II of chapter 37 of title 31, United 
States Code. 

‘‘(f) ANNUAL REPORT TO CONGRESS.—Not 
later than 120 days after each fiscal year for 
which fees are assessed under this section, 
the Secretary shall submit a report to the 
Committee on Health, Education, Labor, and 
Pensions of the United States Senate and the 
Committee on Energy and Commerce of the 
United States House of Representatives, to 
include a description of fees assessed and col-
lected for each such year and a summary de-
scription of the entities paying such fees and 
the types of business in which such entities 
engage. 

‘‘(g) AUTHORIZATION OF APPROPRIATIONS.— 
For fiscal year 2010 and each fiscal year 
thereafter, there is authorized to be appro-
priated for fees under this section an amount 
equal to the total revenue amount deter-
mined under subsection (b) for the fiscal 
year, as adjusted or otherwise affected under 
the other provisions of this section.’’. 

(b) EXPORT CERTIFICATION FEES FOR FOODS 
AND ANIMAL FEED.— 

(1) AUTHORITY FOR EXPORT CERTIFICATIONS 
FOR FOOD, INCLUDING ANIMAL FEED.—Section 
801(e)(4)(A) (21 U.S.C. 381(e)(4)(A)) is amend-
ed— 

(A) in the matter preceding clause (i), by 
striking ‘‘a drug’’ and inserting ‘‘a food, 
drug’’; 

(B) in clause (i) by striking ‘‘exported 
drug’’ and inserting ‘‘exported food, drug’’; 
and 

(C) in clause (ii) by striking ‘‘the drug’’ 
each place it appears and inserting ‘‘the 
food, drug’’. 

(2) CLARIFICATION OF CERTIFICATION.—Sec-
tion 801(e)(4) (21 U.S.C. 381(e)(4)) is amended 
by inserting after subparagraph (B) the fol-
lowing new subparagraph: 

‘‘(C) For purposes of this paragraph, a cer-
tification by the Secretary shall be made on 

such basis, and in such form (including a 
publicly available listing) as the Secretary 
determines appropriate.’’. 
SEC. 108. NATIONAL AGRICULTURE AND FOOD 

DEFENSE STRATEGY. 

(a) DEVELOPMENT AND SUBMISSION OF 
STRATEGY.— 

(1) IN GENERAL.—Not later than 1 year after 
the date of enactment of this Act, the Sec-
retary of Health and Human Services and the 
Secretary of Agriculture, in coordination 
with the Secretary of Homeland Security, 
shall prepare and submit to the relevant 
committees of Congress, and make publicly 
available on the Internet Web site of the De-
partment of Health and Human Services and 
the Department of Agriculture, the National 
Agriculture and Food Defense Strategy. 

(2) IMPLEMENTATION PLAN.—The strategy 
shall include an implementation plan for use 
by the Secretaries described under paragraph 
(1) in carrying out the strategy. 

(3) RESEARCH.—The strategy shall include 
a coordinated research agenda for use by the 
Secretaries described under paragraph (1) in 
conducting research to support the goals and 
activities described in paragraphs (1) and (2) 
of subsection (b). 

(4) REVISIONS.—Not later than 4 years after 
the date on which the strategy is submitted 
to the relevant committees of Congress 
under paragraph (1), and not less frequently 
than every 4 years thereafter, the Secretary 
of Health and Human Services and the Sec-
retary of Agriculture, in coordination with 
the Secretary of Homeland Security, shall 
revise and submit to the relevant commit-
tees of Congress the strategy. 

(5) CONSISTENCY WITH EXISTING PLANS.—The 
strategy described in paragraph (1) shall be 
consistent with— 

(A) the National Incident Management 
System; 

(B) the National Response Framework; 
(C) the National Infrastructure Protection 

Plan; 
(D) the National Preparedness Goals; and 
(E) other relevant national strategies. 
(b) COMPONENTS.— 
(1) IN GENERAL.—The strategy shall include 

a description of the process to be used by the 
Department of Health and Human Services, 
the Department of Agriculture, and the De-
partment of Homeland Security— 

(A) to achieve each goal described in para-
graph (2); and 

(B) to evaluate the progress made by Fed-
eral, State, local, and tribal governments to-
wards the achievement of each goal de-
scribed in paragraph (2). 

(2) GOALS.—The strategy shall include a 
description of the process to be used by the 
Department of Health and Human Services, 
the Department of Agriculture, and the De-
partment of Homeland Security to achieve 
the following goals: 

(A) PREPAREDNESS GOAL.—Enhance the pre-
paredness of the agriculture and food system 
by— 

(i) conducting vulnerability assessments of 
the agriculture and food system; 

(ii) mitigating vulnerabilities of the sys-
tem; 

(iii) improving communication and train-
ing relating to the system; 

(iv) developing and conducting exercises to 
test decontamination and disposal plans; 

(v) developing modeling tools to improve 
event consequence assessment and decision 
support; and 

(vi) preparing risk communication tools 
and enhancing public awareness through out-
reach. 

(B) DETECTION GOAL.—Improve agriculture 
and food system detection capabilities by— 

(i) identifying contamination in food prod-
ucts at the earliest possible time; and 

(ii) conducting surveillance to prevent the 
spread of diseases. 

(C) EMERGENCY RESPONSE GOAL.—Ensure an 
efficient response to agriculture and food 
emergencies by— 

(i) immediately investigating animal dis-
ease outbreaks and suspected food contami-
nation; 

(ii) preventing additional human illnesses; 
(iii) organizing, training, and equipping 

animal, plant, and food emergency response 
teams of— 

(I) the Federal Government; and 
(II) State, local, and tribal governments; 
(iv) designing, developing, and evaluating 

training and exercises carried out under ag-
riculture and food defense plans; and 

(v) ensuring consistent and organized risk 
communication to the public by— 

(I) the Federal Government; 
(II) State, local, and tribal governments; 

and 
(III) the private sector. 
(D) RECOVERY GOAL.—Secure agriculture 

and food production after an agriculture or 
food emergency by— 

(i) working with the private sector to de-
velop business recovery plans to rapidly re-
sume agriculture and food production; 

(ii) conducting exercises of the plans de-
scribed in subparagraph (C) with the goal of 
long-term recovery results; 

(iii) rapidly removing, and effectively dis-
posing of— 

(I) contaminated agriculture and food 
products; and 

(II) infected plants and animals; and 
(iv) decontaminating and restoring areas 

affected by an agriculture or food emer-
gency. 
SEC. 109. FOOD AND AGRICULTURE COORDI-

NATING COUNCILS. 
The Secretary of Homeland Security, in 

consultation with the Secretary of Health 
and Human Services and the Secretary of 
Agriculture, shall within 180 days of enact-
ment of this Act, and annually thereafter, 
submit to the relevant committees of Con-
gress, and make publicly available on the 
Internet Web site of the Department of 
Homeland Security, a report on the activi-
ties of the Food and Agriculture Government 
Coordinating Council and the Food and Agri-
culture Sector Coordinating Council, includ-
ing the progress of such Councils on— 

(1) facilitating partnerships between public 
and private entities to help unify and en-
hance the protection of the agriculture and 
food system of the United States; 

(2) providing for the regular and timely 
interchange of information between each 
council relating to the security of the agri-
culture and food system (including intel-
ligence information); 

(3) identifying best practices and methods 
for improving the coordination among Fed-
eral, State, local, and private sector pre-
paredness and response plans for agriculture 
and food defense; and 

(4) recommending methods by which to 
protect the economy and the public health of 
the United States from the effects of— 

(A) animal or plant disease outbreaks; 
(B) food contamination; and 
(C) natural disasters affecting agriculture 

and food. 
SEC. 110. BUILDING DOMESTIC CAPACITY. 

(a) IN GENERAL.— 
(1) INITIAL REPORT.—The Secretary shall, 

not later than 2 years after the date of enact-
ment of this Act, submit to Congress a com-
prehensive report that identifies programs 
and practices that are intended to promote 
the safety and security of food and to pre-
vent outbreaks of food-borne illness and 
other food-related hazards that can be ad-
dressed through preventive activities. Such 
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report shall include a description of the fol-
lowing: 

(A) Analysis of the need for regulations or 
guidance to industry. 

(B) Outreach to food industry sectors, in-
cluding through the Food and Agriculture 
Coordinating Councils referred to in section 
109, to identify potential sources of emerging 
threats to the safety and security of the food 
supply and preventive strategies to address 
those threats. 

(C) Systems to ensure the prompt distribu-
tion to the food industry of information and 
technical assistance concerning preventive 
strategies. 

(D) Communication systems to ensure that 
information about specific threats to the 
safety and security of the food supply are 
rapidly and effectively disseminated. 

(E) Surveillance systems and laboratory 
networks to rapidly detect and respond to 
food-borne illness outbreaks and other food- 
related hazards, including how such systems 
and networks are integrated. 

(F) Outreach, education, and training pro-
vided to States and local governments to 
build State and local food safety and food de-
fense capabilities, including progress imple-
menting strategies developed under sections 
108 and 205. 

(G) The estimated resources needed to ef-
fectively implement the programs and prac-
tices identified in the report developed in 
this section over a 5-year period. 

(2) BIENNIAL REPORTS.—On a biennial basis 
following the submission of the report under 
paragraph (1), the Secretary shall submit to 
Congress a report that— 

(A) reviews previous food safety programs 
and practices; 

(B) outlines the success of those programs 
and practices; 

(C) identifies future programs and prac-
tices; and 

(D) includes information related to any 
matter described in subparagraphs (A) 
through (G) of paragraph (1), as necessary. 

(b) RISK-BASED ACTIVITIES.—The report de-
veloped under subsection (a)(1) shall describe 
methods that seek to ensure that resources 
available to the Secretary for food safety-re-
lated activities are directed at those actions 
most likely to reduce risks from food, in-
cluding the use of preventive strategies and 
allocation of inspection resources. The Sec-
retary shall promptly undertake those risk- 
based actions that are identified during the 
development of the report as likely to con-
tribute to the safety and security of the food 
supply. 

(c) CAPABILITY FOR LABORATORY ANALYSES; 
RESEARCH.—The report developed under sub-
section (a)(1) shall provide a description of 
methods to increase capacity to undertake 
analyses of food samples promptly after col-
lection, to identify new and rapid analytical 
techniques, including techniques that can be 
employed at ports of entry and through Food 
Emergency Response Network laboratories, 
and to provide for well-equipped and staffed 
laboratory facilities. 

(d) INFORMATION TECHNOLOGY.—The report 
developed under subsection (a)(1) shall in-
clude a description of such information tech-
nology systems as may be needed to identify 
risks and receive data from multiple sources, 
including foreign governments, State, local, 
and tribal governments, other Federal agen-
cies, the food industry, laboratories, labora-
tory networks, and consumers. The informa-
tion technology systems that the Secretary 
describes shall also provide for the integra-
tion of the facility registration system under 
section 415 of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 350d), and the prior 
notice system under section 801(m) of such 
Act (21 U.S.C. 381(m)) with other information 
technology systems that are used by the 

Federal Government for the processing of 
food offered for import into the United 
States. 

(e) AUTOMATED RISK ASSESSMENT.—The re-
port developed under subsection (a)(1) shall 
include a description of progress toward de-
veloping and improving an automated risk 
assessment system for food safety surveil-
lance and allocation of resources. 

(f) TRACEBACK AND SURVEILLANCE RE-
PORT.—The Secretary shall include in the re-
port developed under subsection (a)(1) an 
analysis of the Food and Drug Administra-
tion’s performance in food-borne illness out-
breaks during the 5-year period preceding 
the date of enactment of this Act involving 
fruits and vegetables that are raw agricul-
tural commodities (as defined in section 
201(r) of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 321(r)) and recommenda-
tions for enhanced surveillance, outbreak re-
sponse, and traceability. Such findings and 
recommendations shall address communica-
tion and coordination with the public, indus-
try, and State and local governments, out-
break identification, and traceback. 

(g) BIENNIAL FOOD SAFETY AND FOOD DE-
FENSE RESEARCH PLAN.—The Secretary and 
the Secretary of Agriculture shall, on a bien-
nial basis, submit to Congress a joint food 
safety and food defense research plan which 
may include studying the long-term health 
effects of food-borne illness. Such biennial 
plan shall include a list and description of 
projects conducted during the previous 2- 
year period and the plan for projects to be 
conducted during the following 2-year period. 
SEC. 111. FINAL RULE FOR PREVENTION OF SAL-

MONELLA ENTERITIDIS IN SHELL 
EGGS DURING PRODUCTION. 

Not later than 1 year after the date of en-
actment of this Act, the Secretary shall 
issue a final rule based on the proposed rule 
issued by the Commissioner of Food and 
Drugs entitled ‘‘Prevention of Salmonella 
Enteritidis in Shell Eggs During Produc-
tion’’, 69 Fed. Reg. 56824, (September 22, 
2004). 
SEC. 112. SANITARY TRANSPORTATION OF FOOD. 

Not later than 1 year after the date of en-
actment of this Act, the Secretary shall pro-
mulgate regulations described in section 
416(b) of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 350e(b)). 
SEC. 113. FOOD ALLERGY AND ANAPHYLAXIS 

MANAGEMENT. 
(a) DEFINITIONS.—In this section: 
(1) EARLY CHILDHOOD EDUCATION PRO-

GRAM.—The term ‘‘early childhood education 
program’’ means— 

(A) a Head Start program or an Early Head 
Start program carried out under the Head 
Start Act (42 U.S.C. 9831 et seq.); 

(B) a State licensed or regulated child care 
program or school; or 

(C) a State prekindergarten program that 
serves children from birth through kinder-
garten. 

(2) ESEA DEFINITIONS.—The terms ‘‘local 
educational agency’’, ‘‘secondary school’’, 
‘‘elementary school’’, and ‘‘parent’’ have the 
meanings given the terms in section 9101 of 
the Elementary and Secondary Education 
Act of 1965 (20 U.S.C. 7801). 

(3) SCHOOL.—The term ‘‘school’’ includes 
public— 

(A) kindergartens; 
(B) elementary schools; and 
(C) secondary schools. 
(4) SECRETARY.—The term ‘‘Secretary’’ 

means the Secretary of Health and Human 
Services. 

(b) ESTABLISHMENT OF VOLUNTARY FOOD 
ALLERGY AND ANAPHYLAXIS MANAGEMENT 
GUIDELINES.— 

(1) ESTABLISHMENT.— 
(A) IN GENERAL.—Not later than 1 year 

after the date of enactment of this Act, the 

Secretary, in consultation with the Sec-
retary of Education, shall— 

(i) develop guidelines to be used on a vol-
untary basis to develop plans for individuals 
to manage the risk of food allergy and ana-
phylaxis in schools and early childhood edu-
cation programs; and 

(ii) make such guidelines available to local 
educational agencies, schools, early child-
hood education programs, and other inter-
ested entities and individuals to be imple-
mented on a voluntary basis only. 

(B) APPLICABILITY OF FERPA.—Each plan 
described in subparagraph (A) that is devel-
oped for an individual shall be considered an 
education record for the purpose of the Fam-
ily Educational Rights and Privacy Act of 
1974 (20 U.S.C. 1232g). 

(2) CONTENTS.—The voluntary guidelines 
developed by the Secretary under paragraph 
(1) shall address each of the following, and 
may be updated as the Secretary determines 
necessary: 

(A) Parental obligation to provide the 
school or early childhood education pro-
gram, prior to the start of every school year, 
with— 

(i) documentation from their child’s physi-
cian or nurse— 

(I) supporting a diagnosis of food allergy, 
and any risk of anaphylaxis, if applicable; 

(II) identifying any food to which the child 
is allergic; 

(III) describing, if appropriate, any prior 
history of anaphylaxis; 

(IV) listing any medication prescribed for 
the child for the treatment of anaphylaxis; 

(V) detailing emergency treatment proce-
dures in the event of a reaction; 

(VI) listing the signs and symptoms of a re-
action; and 

(VII) assessing the child’s readiness for 
self-administration of prescription medica-
tion; and 

(ii) a list of substitute meals that may be 
offered to the child by school or early child-
hood education program food service per-
sonnel. 

(B) The creation and maintenance of an in-
dividual plan for food allergy management, 
in consultation with the parent, tailored to 
the needs of each child with a documented 
risk for anaphylaxis, including any proce-
dures for the self-administration of medica-
tion by such children in instances where— 

(i) the children are capable of self-admin-
istering medication; and 

(ii) such administration is not prohibited 
by State law. 

(C) Communication strategies between in-
dividual schools or early childhood edu-
cation programs and providers of emergency 
medical services, including appropriate in-
structions for emergency medical response. 

(D) Strategies to reduce the risk of expo-
sure to anaphylactic causative agents in 
classrooms and common school or early 
childhood education program areas such as 
cafeterias. 

(E) The dissemination of general informa-
tion on life-threatening food allergies to 
school or early childhood education program 
staff, parents, and children. 

(F) Food allergy management training of 
school or early childhood education program 
personnel who regularly come into contact 
with children with life-threatening food al-
lergies. 

(G) The authorization and training of 
school or early childhood education program 
personnel to administer epinephrine when 
the nurse is not immediately available. 

(H) The timely accessibility of epinephrine 
by school or early childhood education pro-
gram personnel when the nurse is not imme-
diately available. 

(I) The creation of a plan contained in each 
individual plan for food allergy management 
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that addresses the appropriate response to 
an incident of anaphylaxis of a child while 
such child is engaged in extracurricular pro-
grams of a school or early childhood edu-
cation program, such as non-academic out-
ings and field trips, before- and after-school 
programs or before- and after-early child 
education program programs, and school- 
sponsored or early childhood education pro-
gram-sponsored programs held on weekends. 

(J) Maintenance of information for each 
administration of epinephrine to a child at 
risk for anaphylaxis and prompt notification 
to parents. 

(K) Other elements the Secretary deter-
mines necessary for the management of food 
allergies and anaphylaxis in schools and 
early childhood education programs. 

(3) RELATION TO STATE LAW.—Nothing in 
this section or the guidelines developed by 
the Secretary under paragraph (1) shall be 
construed to preempt State law, including 
any State law regarding whether students at 
risk for anaphylaxis may self-administer 
medication. 

(c) SCHOOL-BASED FOOD ALLERGY MANAGE-
MENT GRANTS.— 

(1) IN GENERAL.—The Secretary may award 
grants to local educational agencies to assist 
such agencies with implementing voluntary 
food allergy and anaphylaxis management 
guidelines described in subsection (b). 

(2) APPLICATION.— 
(A) IN GENERAL.—To be eligible to receive a 

grant under this subsection, a local edu-
cational agency shall submit an application 
to the Secretary at such time, in such man-
ner, and including such information as the 
Secretary may reasonably require. 

(B) CONTENTS.—Each application sub-
mitted under subparagraph (A) shall in-
clude— 

(i) an assurance that the local educational 
agency has developed plans in accordance 
with the food allergy and anaphylaxis man-
agement guidelines described in subsection 
(b); 

(ii) a description of the activities to be 
funded by the grant in carrying out the food 
allergy and anaphylaxis management guide-
lines, including— 

(I) how the guidelines will be carried out at 
individual schools served by the local edu-
cational agency; 

(II) how the local educational agency will 
inform parents and students of the guide-
lines in place; 

(III) how school nurses, teachers, adminis-
trators, and other school-based staff will be 
made aware of, and given training on, when 
applicable, the guidelines in place; and 

(IV) any other activities that the Sec-
retary determines appropriate; 

(iii) an itemization of how grant funds re-
ceived under this subsection will be ex-
pended; 

(iv) a description of how adoption of the 
guidelines and implementation of grant ac-
tivities will be monitored; and 

(v) an agreement by the local educational 
agency to report information required by the 
Secretary to conduct evaluations under this 
subsection. 

(3) USE OF FUNDS.—Each local educational 
agency that receives a grant under this sub-
section may use the grant funds for the fol-
lowing: 

(A) Purchase of materials and supplies, in-
cluding limited medical supplies such as epi-
nephrine and disposable wet wipes, to sup-
port carrying out the food allergy and ana-
phylaxis management guidelines described in 
subsection (b). 

(B) In partnership with local health depart-
ments, school nurse, teacher, and personnel 
training for food allergy management. 

(C) Programs that educate students as to 
the presence of, and policies and procedures 

in place related to, food allergies and 
anaphylactic shock. 

(D) Outreach to parents. 
(E) Any other activities consistent with 

the guidelines described in subsection (b). 
(4) DURATION OF AWARDS.—The Secretary 

may award grants under this subsection for a 
period of not more than 2 years. In the event 
the Secretary conducts a program evaluation 
under this subsection, funding in the second 
year of the grant, where applicable, shall be 
contingent on a successful program evalua-
tion by the Secretary after the first year. 

(5) LIMITATION ON GRANT FUNDING.—The 
Secretary may not provide grant funding to 
a local educational agency under this sub-
section after such local educational agency 
has received 2 years of grant funding under 
this subsection. 

(6) MAXIMUM AMOUNT OF ANNUAL AWARDS.— 
A grant awarded under this subsection may 
not be made in an amount that is more than 
$50,000 annually. 

(7) PRIORITY.—In awarding grants under 
this subsection, the Secretary shall give pri-
ority to local educational agencies with the 
highest percentages of children who are 
counted under section 1124(c) of the Elemen-
tary and Secondary Education Act of 1965 (20 
U.S.C. 6333(c)). 

(8) MATCHING FUNDS.— 
(A) IN GENERAL.—The Secretary may not 

award a grant under this subsection unless 
the local educational agency agrees that, 
with respect to the costs to be incurred by 
such local educational agency in carrying 
out the grant activities, the local edu-
cational agency shall make available (di-
rectly or through donations from public or 
private entities) non-Federal funds toward 
such costs in an amount equal to not less 
than 25 percent of the amount of the grant. 

(B) DETERMINATION OF AMOUNT OF NON-FED-
ERAL CONTRIBUTION.—Non-Federal funds re-
quired under subparagraph (A) may be cash 
or in kind, including plant, equipment, or 
services. Amounts provided by the Federal 
Government, and any portion of any service 
subsidized by the Federal Government, may 
not be included in determining the amount 
of such non-Federal funds. 

(9) ADMINISTRATIVE FUNDS.—A local edu-
cational agency that receives a grant under 
this subsection may use not more than 2 per-
cent of the grant amount for administrative 
costs related to carrying out this subsection. 

(10) PROGRESS AND EVALUATIONS.—At the 
completion of the grant period referred to in 
paragraph (4), a local educational agency 
shall provide the Secretary with information 
on how grant funds were spent and the status 
of implementation of the food allergy and 
anaphylaxis management guidelines de-
scribed in subsection (b). 

(11) SUPPLEMENT, NOT SUPPLANT.—Grant 
funds received under this subsection shall be 
used to supplement, and not supplant, non- 
Federal funds and any other Federal funds 
available to carry out the activities de-
scribed in this subsection. 

(12) AUTHORIZATION OF APPROPRIATIONS.— 
There is authorized to be appropriated to 
carry out this subsection $30,000,000 for fiscal 
year 2010 and such sums as may be necessary 
for each of the 4 succeeding fiscal years. 

(d) VOLUNTARY NATURE OF GUIDELINES.— 
(1) IN GENERAL.—The food allergy and ana-

phylaxis management guidelines developed 
by the Secretary under subsection (b) are 
voluntary. Nothing in this section or the 
guidelines developed by the Secretary under 
subsection (b) shall be construed to require a 
local educational agency to implement such 
guidelines. 

(2) EXCEPTION.—Notwithstanding para-
graph (1), the Secretary may enforce an 
agreement by a local educational agency to 
implement food allergy and anaphylaxis 

management guidelines as a condition of the 
receipt of a grant under subsection (c). 
TITLE II—IMPROVING CAPACITY TO DE-

TECT AND RESPOND TO FOOD SAFETY 
PROBLEMS 

SEC. 201. TARGETING OF INSPECTION RE-
SOURCES FOR DOMESTIC FACILI-
TIES, FOREIGN FACILITIES, AND 
PORTS OF ENTRY; ANNUAL REPORT. 

(a) TARGETING OF INSPECTION RESOURCES 
FOR DOMESTIC FACILITIES, FOREIGN FACILI-
TIES, AND PORTS OF ENTRY.—Chapter IV (21 
U.S.C. 341 et seq.), as amended by section 106, 
is amended by adding at the end the fol-
lowing: 
‘‘SEC. 421. TARGETING OF INSPECTION RE-

SOURCES FOR DOMESTIC FACILI-
TIES, FOREIGN FACILITIES, AND 
PORTS OF ENTRY; ANNUAL REPORT. 

‘‘(a) IDENTIFICATION AND INSPECTION OF FA-
CILITIES.— 

‘‘(1) IDENTIFICATION.—The Secretary shall 
allocate resources to inspect facilities ac-
cording to the risk profile of the facilities, 
which shall be based on the following fac-
tors: 

‘‘(A) The risk profile of the food manufac-
tured, processed, packed, or held at the facil-
ity. 

‘‘(B) The facility’s history of food recalls, 
outbreaks, and violations of food safety 
standards. 

‘‘(C) The rigor of the facility’s hazard anal-
ysis and risk-based preventive controls. 

‘‘(D) Whether the food manufactured, proc-
essed, packed, handled, prepared, treated, 
distributed, or stored at the facility meets 
the criteria for priority under section 
801(h)(1). 

‘‘(E) Whether the facility has received a 
certificate as described in section 809(b). 

‘‘(F) Any other criteria deemed necessary 
and appropriate by the Secretary for pur-
poses of allocating inspection resources. 

‘‘(2) INSPECTIONS.— 
‘‘(A) IN GENERAL.—Beginning on the date of 

enactment of the FDA Food Safety Mod-
ernization Act, the Secretary shall increase 
the frequency of inspection of all facilities. 

‘‘(B) HIGH-RISK FACILITIES.—The Secretary 
shall increase the frequency of inspection of 
facilities identified under paragraph (1) as 
high-risk facilities such that— 

‘‘(i) for the first 2 years after the date of 
enactment of the FDA Food Safety Mod-
ernization Act, each high-risk facility is in-
spected not less often than once every 2 
years; and 

‘‘(ii) for each succeeding year, each high- 
risk facility is inspected not less often than 
once each year. 

‘‘(C) NON-HIGH-RISK FACILITIES.—The Sec-
retary shall ensure that each facility that is 
not identified under paragraph (1) as a high- 
risk facility is inspected not less often than 
once every 4 years. 

‘‘(b) IDENTIFICATION AND INSPECTION AT 
PORTS OF ENTRY.—The Secretary, in con-
sultation with the Secretary of Homeland 
Security, shall allocate resources to inspect 
articles of food imported into the United 
States according to the risk profile of the ar-
ticle of food, which shall be based on the fol-
lowing factors: 

‘‘(1) The risk profile of the food imported. 
‘‘(2) The risk profile of the countries of ori-

gin and countries of transport of the food im-
ported. 

‘‘(3) The history of food recalls, outbreaks, 
and violations of food safety standards of the 
food importer. 

‘‘(4) The rigor of the foreign supplier 
verification program under section 805. 

‘‘(5) Whether the food importer partici-
pates in the voluntary qualified importer 
program under section 806. 

‘‘(6) Whether the food meets the criteria 
for priority under section 801(h)(1). 

VerDate Nov 24 2008 02:25 Mar 04, 2009 Jkt 079060 PO 00000 Frm 00051 Fmt 0624 Sfmt 0634 E:\CR\FM\A03MR6.062 S03MRPT1w
w

oo
ds

2 
on

 P
R

O
D

P
C

68
 w

ith
 S

E
N

A
T

E



CONGRESSIONAL RECORD — SENATES2700 March 3, 2009 
‘‘(7) Whether the food is from a facility 

that has received a certificate as described 
in section 809(b). 

‘‘(8) Any other criteria deemed appropriate 
by the Secretary for purposes of allocating 
inspection resources. 

‘‘(c) COORDINATION.—The Secretary shall 
improve coordination and cooperation with 
the Secretary of Agriculture to target food 
inspection resources. 

‘‘(d) FACILITY.—For purposes of this sec-
tion, the term ‘facility’ means a domestic fa-
cility or a foreign facility that is required to 
register under section 415.’’. 

(b) ANNUAL REPORT.—Section 903 (21 U.S.C. 
393) is amended by adding at the end the fol-
lowing: 

‘‘(h) ANNUAL REPORT REGARDING FOOD.— 
Not later than February 1 of each year, the 
Secretary shall submit to Congress a report 
regarding— 

‘‘(1) information about food facilities in-
cluding— 

‘‘(A) the appropriations used to inspect fa-
cilities registered pursuant to section 415 in 
the previous fiscal year; 

‘‘(B) the average cost of both a non-high- 
risk food facility inspection and a high-risk 
food facility inspection, if such a difference 
exists, in the previous fiscal year; 

‘‘(C) the number of domestic facilities and 
the number of foreign facilities registered 
pursuant to section 415 that the Secretary 
inspected in the previous fiscal year; 

‘‘(D) the number of domestic facilities and 
the number of foreign facilities registered 
pursuant to section 415 that the Secretary 
did not inspect in the previous fiscal year; 

‘‘(E) the number of high-risk facilities 
identified pursuant to section 421 that the 
Secretary inspected in the previous fiscal 
year; and 

‘‘(F) the number of high-risk facilities 
identified pursuant to section 421 that the 
Secretary did not inspect in the previous fis-
cal year; 

‘‘(2) information about food imports in-
cluding— 

‘‘(A) the number of lines of food imported 
into the United States that the Secretary 
physically inspected or sampled in the pre-
vious fiscal year; 

‘‘(B) the number of lines of food imported 
into the United States that the Secretary 
did not physically inspect or sample in the 
previous fiscal year; and 

‘‘(C) the average cost of physically inspect-
ing or sampling a food line subject to this 
Act that is imported or offered for import 
into the United States; and 

‘‘(3) information on the foreign offices es-
tablished under section 309 of the FDA Food 
Safety Modernization Act including— 

‘‘(A) the number of foreign offices estab-
lished; and 

‘‘(B) the number of personnel permanently 
stationed in each foreign office. 

‘‘(i) PUBLIC AVAILABILITY OF ANNUAL FOOD 
REPORTS.—The Secretary shall make the re-
ports required under subsection (h) available 
to the public on the Internet Web site of the 
Food and Drug Administration.’’. 
SEC. 202. RECOGNITION OF LABORATORY AC-

CREDITATION FOR ANALYSES OF 
FOODS. 

(a) IN GENERAL.—Chapter IV (21 U.S.C. 341 
et seq.), as amended by section 201, is amend-
ed by adding at the end the following: 
‘‘SEC. 422. RECOGNITION OF LABORATORY AC-

CREDITATION FOR ANALYSES OF 
FOODS. 

‘‘(a) RECOGNITION OF LABORATORY ACCREDI-
TATION.— 

‘‘(1) IN GENERAL.—Not later than 2 years 
after the date of enactment of the FDA Food 
Safety Modernization Act, the Secretary 
shall— 

‘‘(A) provide for the recognition of accredi-
tation bodies that accredit laboratories, in-

cluding laboratories run and operated by a 
State or locality, with a demonstrated capa-
bility to conduct analytical testing of food 
products; and 

‘‘(B) establish a publicly available registry 
of accreditation bodies, including the name 
of, contact information for, and other infor-
mation deemed necessary by the Secretary 
about such bodies. 

‘‘(2) FOREIGN LABORATORIES.—Accredita-
tion bodies may accredit laboratories that 
operate outside the United States, so long as 
such laboratories meet the accreditation 
standards applicable to domestic labora-
tories accredited under this section. 

‘‘(3) MODEL ACCREDITATION STANDARDS.— 
The Secretary shall develop model standards 
that an accreditation body shall require lab-
oratories to meet in order to be included in 
the registry provided for under paragraph (1). 
In developing the model standards, the Sec-
retary shall look to existing standards for 
guidance. The model standards shall include 
methods to ensure that— 

‘‘(A) appropriate sampling and analytical 
procedures are followed and reports of anal-
yses are certified as true and accurate; 

‘‘(B) internal quality systems are estab-
lished and maintained; 

‘‘(C) procedures exist to evaluate and re-
spond promptly to complaints regarding 
analyses and other activities for which the 
laboratory is recognized; 

‘‘(D) individuals who conduct the analyses 
are qualified by training and experience to 
do so; and 

‘‘(E) any other criteria determined appro-
priate by the Secretary. 

‘‘(4) REVIEW OF ACCREDITATION.—To assure 
compliance with the requirements of this 
section, the Secretary shall— 

‘‘(A) periodically, or at least every 5 years, 
reevaluate accreditation bodies recognized 
under paragraph (1); and 

‘‘(B) promptly revoke the recognition of 
any accreditation body found not to be in 
compliance with the requirements of this 
section. 

‘‘(b) TESTING PROCEDURES.— 
‘‘(1) IN GENERAL.—Food testing shall be 

conducted by either Federal laboratories or 
non-Federal laboratories that have been ac-
credited by an accreditation body on the reg-
istry established by the Secretary under sub-
section (a) whenever such testing is either 
conducted by or on behalf of an owner or 
consignee— 

‘‘(A) in support of admission of an article 
of food under section 801(a); 

‘‘(B) due to a specific testing requirement 
in this Act or implementing regulations, 
when applied to address an identified or sus-
pected food safety problem; 

‘‘(C) under an Import Alert that requires 
successful consecutive tests; or 

‘‘(D) is so required by the Secretary as the 
Secretary deems appropriate to address an 
identified or suspected food safety problem. 

‘‘(2) RESULTS OF TESTING.—The results of 
any such testing shall be sent directly to the 
Food and Drug Administration. Such results 
may be submitted to the Food and Drug Ad-
ministration through electronic means. 

‘‘(c) REVIEW BY SECRETARY.—If food sam-
pling and testing performed by a laboratory 
run and operated by a State or locality that 
is accredited by an accreditation body on the 
registry established by the Secretary under 
subsection (a) result in a State recalling a 
food, the Secretary shall review the sam-
pling and testing results for the purpose of 
determining the need for a national recall or 
other compliance and enforcement activi-
ties. 

‘‘(d) NO LIMIT ON SECRETARIAL AUTHOR-
ITY.—Nothing in this section shall be con-
strued to limit the ability of the Secretary 
to review and act upon information from 

food testing, including determining the suffi-
ciency of such information and testing.’’. 

(b) FOOD EMERGENCY RESPONSE NETWORK.— 
The Secretary, in coordination with the Sec-
retary of Agriculture, the Secretary of 
Homeland Security, and State, local, and 
tribal governments shall, not later than 180 
days after the date of enactment of this Act, 
and biennially thereafter, submit to the rel-
evant committees of Congress, and make 
publicly available on the Internet Web site 
of the Department of Health and Human 
Services, a report on the progress in imple-
menting a national food emergency response 
laboratory network that— 

(1) provides ongoing surveillance, rapid de-
tection, and surge capacity for large-scale 
food-related emergencies, including inten-
tional adulteration of the food supply; 

(2) coordinates the food laboratory capac-
ities of State food laboratories, including the 
sharing of data between State laboratories 
to develop national situational awareness; 

(3) provides accessible, timely, accurate, 
and consistent food laboratory services 
throughout the United States; 

(4) develops and implements a methods re-
pository for use by Federal, State, and local 
officials; 

(5) responds to food-related emergencies; 
and 

(6) is integrated with relevant laboratory 
networks administered by other Federal 
agencies. 

SEC. 203. INTEGRATED CONSORTIUM OF LABORA-
TORY NETWORKS. 

(a) IN GENERAL.—The Secretary of Home-
land Security, in consultation with the Sec-
retary of Health and Human Services, the 
Secretary of Agriculture, and the Adminis-
trator of the Environmental Protection 
Agency, shall maintain an agreement 
through which relevant laboratory network 
members, as determined by the Secretary of 
Homeland Security, shall— 

(1) agree on common laboratory methods 
in order to facilitate the sharing of knowl-
edge and information relating to animal 
health, agriculture, and human health; 

(2) identify the means by which each lab-
oratory network member could work coop-
eratively— 

(A) to optimize national laboratory pre-
paredness; and 

(B) to provide surge capacity during emer-
gencies; and 

(3) engage in ongoing dialogue and build re-
lationships that will support a more effec-
tive and integrated response during emer-
gencies. 

(b) REPORTING REQUIREMENT.—The Sec-
retary of Homeland Security shall, on a bien-
nial basis, submit to the relevant commit-
tees of Congress, and make publicly avail-
able on the Internet Web site of the Depart-
ment of Homeland Security, a report on the 
progress of the integrated consortium of lab-
oratory networks, as established under sub-
section (a), in carrying out this section. 

SEC. 204. ENHANCING TRACEBACK AND RECORD-
KEEPING. 

(a) IN GENERAL.—The Secretary, in con-
sultation with the Secretary of Agriculture 
and representatives of State departments of 
health and agriculture, shall improve the ca-
pacity of the Secretary to effectively and 
rapidly track and trace, in the event of an 
outbreak, fruits and vegetables that are raw 
agricultural commodities. 

(b) PILOT PROJECT.— 
(1) IN GENERAL.—Not later than 9 months 

after the date of enactment of this Act, the 
Secretary shall establish a pilot project in 
coordination with the produce industry to 
explore and evaluate methods for rapidly and 
effectively tracking and tracing fruits and 
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vegetables that are raw agricultural com-
modities so that, if an outbreak occurs in-
volving such a fruit or vegetable, the Sec-
retary may quickly identify the source of 
the outbreak and the recipients of the con-
taminated food. 

(2) CONTENT.—The Secretary shall select 
participants from the produce industry to 
run projects which overall shall include at 
least 3 different types of fruits or vegetables 
that have been the subject of outbreaks dur-
ing the 5-year period preceding the date of 
enactment of this Act, and shall be selected 
in order to develop and demonstrate— 

(A) methods that are applicable and appro-
priate for small businesses; and 

(B) technologies, including existing tech-
nologies, that enhance traceback and trace 
forward. 

(c) REPORT.—Not later than 18 months 
after the date of enactment of this Act, the 
Secretary shall report to Congress on the 
findings of the pilot project under subsection 
(b) together with recommendations for es-
tablishing more effective traceback and 
trace forward procedures for fruits and vege-
tables that are raw agricultural commod-
ities. 

(d) TRACEBACK PERFORMANCE REQUIRE-
MENTS.—Not later than 24 months after the 
date of enactment of this Act, the Secretary 
shall publish a notice of proposed rule-
making to establish standards for the type of 
information, format, and timeframe for per-
sons to submit records to aid the Secretary 
in effectively and rapidly tracking and trac-
ing, in the event of an outbreak, fruits and 
vegetables that are raw agricultural com-
modities. Nothing in this section shall be 
construed as giving the Secretary the au-
thority to prescribe specific technologies for 
the maintenance of records. 

(e) PUBLIC INPUT.—During the comment pe-
riod in the notice of proposed rulemaking 
under subsection (d), the Secretary shall 
conduct not less than 3 public meetings in 
diverse geographical areas of the United 
States to provide persons in different regions 
an opportunity to comment. 

(f) RAW AGRICULTURAL COMMODITY.—In this 
section, the term ‘‘raw agricultural com-
modity’’ has the meaning given that term in 
section 201(r) of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 321(r)). 
SEC. 205. SURVEILLANCE. 

(a) DEFINITION OF FOOD-BORNE ILLNESS 
OUTBREAK.—In this section, the term ‘‘food- 
borne illness outbreak’’ means the occur-
rence of 2 or more cases of a similar illness 
resulting from the ingestion of a food. 

(b) FOOD-BORNE ILLNESS SURVEILLANCE 
SYSTEMS.— 

(1) IN GENERAL.—The Secretary, acting 
through the Director of the Centers for Dis-
ease Control and Prevention, shall enhance 
food-borne illness surveillance systems to 
improve the collection, analysis, reporting, 
and usefulness of data on food-borne illnesses 
by— 

(A) coordinating Federal, State and local 
food-borne illness surveillance systems, in-
cluding complaint systems, and increasing 
participation in national networks of public 
health and food regulatory agencies and lab-
oratories; 

(B) facilitating sharing of findings on a 
more timely basis among governmental 
agencies, including the Food and Drug Ad-
ministration, the Department of Agri-
culture, and State and local agencies, and 
with the public; 

(C) developing improved epidemiological 
tools for obtaining quality exposure data, 
and microbiological methods for classifying 
cases; 

(D) augmenting such systems to improve 
attribution of a food-borne illness outbreak 
to a specific food; 

(E) expanding capacity of such systems, in-
cluding working toward automatic elec-
tronic searches, for implementation of 
fingerprinting strategies for food-borne in-
fectious agents, in order to identify new or 
rarely documented causes of food-borne ill-
ness and submit standardized information to 
a centralized database; 

(F) allowing timely public access to aggre-
gated, de-identified surveillance data; 

(G) at least annually, publishing current 
reports on findings from such systems; 

(H) establishing a flexible mechanism for 
rapidly initiating scientific research by aca-
demic institutions; 

(I) integrating food-borne illness surveil-
lance systems and data with other bio-
surveillance and public health situational 
awareness capabilities at the Federal, State, 
and local levels; and 

(J) other activities as determined appro-
priate by the Secretary. 

(2) PARTNERSHIPS.—The Secretary shall 
support and maintain a diverse working 
group of experts and stakeholders from Fed-
eral, State, and local food safety and health 
agencies, the food industry, consumer orga-
nizations, and academia. Such working 
group shall provide the Secretary, through 
at least annual meetings of the working 
group and an annual public report, advice 
and recommendations on an ongoing and reg-
ular basis regarding the improvement of 
food-borne illness surveillance and imple-
mentation of this section, including advice 
and recommendations on— 

(A) the priority needs of regulatory agen-
cies, the food industry, and consumers for in-
formation and analysis on food-borne illness 
and its causes; 

(B) opportunities to improve the effective-
ness of initiatives at the Federal, State, and 
local levels, including coordination and inte-
gration of activities among Federal agencies, 
and between the Federal, State, and local 
levels of government; 

(C) improvement in the timeliness and 
depth of access by regulatory and health 
agencies, the food industry, academic re-
searchers, and consumers to food-borne ill-
ness surveillance data collected by govern-
ment agencies at all levels, including data 
compiled by the Centers for Disease Control 
and Prevention; 

(D) key barriers to improvement in food- 
borne illness surveillance and its utility for 
preventing food-borne illness at Federal, 
State, and local levels; 

(E) the capabilities needed for establishing 
automatic electronic searches of surveil-
lance data; and 

(F) specific actions to reduce barriers to 
improvement, implement the working 
group’s recommendations, and achieve the 
purposes of this section, with measurable ob-
jectives and timelines, and identification of 
resource and staffing needs. 

(c) IMPROVING FOOD SAFETY AND DEFENSE 
CAPACITY AT THE STATE AND LOCAL LEVEL.— 

(1) IN GENERAL.—The Secretary shall de-
velop and implement strategies to leverage 
and enhance the food safety and defense ca-
pacities of State and local agencies in order 
to achieve the following goals: 

(A) Improve food-borne illness outbreak re-
sponse and containment. 

(B) Accelerate food-borne illness surveil-
lance and outbreak investigation, including 
rapid shipment of clinical isolates from clin-
ical laboratories to appropriate State labora-
tories, and conducting more standardized ill-
ness outbreak interviews. 

(C) Strengthen the capacity of State and 
local agencies to carry out inspections and 
enforce safety standards. 

(D) Improve the effectiveness of Federal, 
State, and local partnerships to coordinate 

food safety and defense resources and reduce 
the incidence of food-borne illness. 

(E) Share information on a timely basis 
among public health and food regulatory 
agencies, with the food industry, with health 
care providers, and with the public. 

(F) Strengthen the capacity of State and 
local agencies to achieve the goals described 
in section 108. 

(2) REVIEW.—In developing of the strategies 
required by paragraph (1), the Secretary 
shall, not later than 1 year after the date of 
enactment of the FDA Food Safety Mod-
ernization Act, complete a review of State 
and local capacities, and needs for enhance-
ment, which may include a survey with re-
spect to— 

(A) staffing levels and expertise available 
to perform food safety and defense functions; 

(B) laboratory capacity to support surveil-
lance, outbreak response, inspection, and en-
forcement activities; 

(C) information systems to support data 
management and sharing of food safety and 
defense information among State and local 
agencies and with counterparts at the Fed-
eral level; and 

(D) other State and local activities and 
needs as determined appropriate by the Sec-
retary. 

(d) FOOD SAFETY CAPACITY BUILDING 
GRANTS.—Section 317R(b) of the Public 
Health Service Act (42 U.S.C. 247b–20(b)) is 
amended— 

(1) by striking ‘‘2002’’ and inserting ‘‘2010’’; 
and 

(2) by striking ‘‘2003 through 2006’’ and in-
serting ‘‘2011 through 2014’’. 
SEC. 206. MANDATORY RECALL AUTHORITY. 

(a) IN GENERAL.—Chapter IV (21 U.S.C. 341 
et seq.), as amended by section 202, is amend-
ed by adding at the end the following: 
‘‘SEC. 423. MANDATORY RECALL AUTHORITY. 

‘‘(a) VOLUNTARY PROCEDURES.—If the Sec-
retary determines, based on information 
gathered through the reportable food reg-
istry under section 417 or through any other 
means, that there is a reasonable probability 
that an article of food (other than infant for-
mula) is adulterated under section 402 or 
misbranded under section 403(w) and the use 
of or exposure to such article will cause seri-
ous adverse health consequences or death to 
humans or animals, the Secretary shall pro-
vide the responsible party (as defined in sec-
tion 417) with an opportunity to cease dis-
tribution and recall such article. 

‘‘(b) PREHEARING ORDER TO CEASE DIS-
TRIBUTION AND GIVE NOTICE.—If the respon-
sible party refuses to or does not voluntarily 
cease distribution or recall such article with-
in the time and in the manner prescribed by 
the Secretary (if so prescribed), the Sec-
retary may, by order require, as the Sec-
retary deems necessary, such person to— 

‘‘(1) immediately cease distribution of such 
article; or 

‘‘(2) immediately notify all persons— 
‘‘(A) manufacturing, processing, packing, 

transporting, distributing, receiving, hold-
ing, or importing and selling such article; 
and 

‘‘(B) to which such article has been distrib-
uted, transported, or sold, to immediately 
cease distribution of such article. 

‘‘(c) HEARING ON ORDER.—The Secretary 
shall provide the responsible party subject to 
an order under subsection (b) with an oppor-
tunity for an informal hearing, to be held as 
soon as possible but not later than 2 days 
after the issuance of the order, on the ac-
tions required by the order and on why the 
article that is the subject of the order should 
not be recalled. 

‘‘(d) POST-HEARING RECALL ORDER AND 
MODIFICATION OF ORDER.— 

‘‘(1) AMENDMENT OF ORDER.—If, after pro-
viding opportunity for an informal hearing 
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under subsection (c), the Secretary deter-
mines that removal of the article from com-
merce is necessary, the Secretary shall, as 
appropriate— 

‘‘(A) amend the order to require recall of 
such article or other appropriate action; 

‘‘(B) specify a timetable in which the recall 
shall occur; 

‘‘(C) require periodic reports to the Sec-
retary describing the progress of the recall; 
and 

‘‘(D) provide notice to consumers to whom 
such article was, or may have been, distrib-
uted. 

‘‘(2) VACATING OF ORDER.—If, after such 
hearing, the Secretary determines that ade-
quate grounds do not exist to continue the 
actions required by the order, or that such 
actions should be modified, the Secretary 
shall vacate the order or modify the order. 

‘‘(e) COOPERATION AND CONSULTATION.—The 
Secretary shall work with State and local 
public health officials in carrying out this 
section, as appropriate. 

‘‘(f) PUBLIC NOTIFICATION.—In conducting a 
recall under this section, the Secretary 
shall— 

‘‘(1) ensure that a press release is published 
regarding the recall, as well as alerts and 
public notices, as appropriate, in order to 
provide notification— 

‘‘(A) of the recall to consumers and retail-
ers to whom such article was, or may have 
been, distributed; and 

‘‘(B) that includes, at a minimum— 
‘‘(i) the name of the article of food subject 

to the recall; and 
‘‘(ii) a description of the risk associated 

with such article; and 
‘‘(2) consult the policies of the Department 

of Agriculture regarding providing to the 
public a list of retail consignees receiving 
products involved in a Class I recall and 
shall consider providing such a list to the 
public, as determined appropriate by the 
Secretary. 

‘‘(g) NO DELEGATION.—The authority con-
ferred by this section to order a recall or va-
cate a recall order shall not be delegated to 
any officer or employee other than the Com-
missioner. 

‘‘(h) EFFECT.—Nothing in this section shall 
affect the authority of the Secretary to re-
quest or participate in a voluntary recall.’’. 

(b) CIVIL PENALTY.—Section 303(f)(2)(A) (21 
U.S.C. 333(f)(2)(A)) is amended by inserting 
‘‘or any person who does not comply with a 
recall order under section 423’’ after ‘‘section 
402(a)(2)(B)’’. 

(c) PROHIBITED ACTS.—Section 301 (21 
U.S.C. 331 et seq.), as amended by section 106, 
is amended by adding at the end the fol-
lowing: 

‘‘(rr) The refusal or failure to follow an 
order under section 423.’’. 
SEC. 207. ADMINISTRATIVE DETENTION OF FOOD. 

(a) IN GENERAL.—Section 304(h)(1)(A) (21 
U.S.C. 334(h)(1)(A)) is amended by— 

(1) striking ‘‘credible evidence or informa-
tion indicating’’ and inserting ‘‘reason to be-
lieve’’; and 

(2) striking ‘‘presents a threat of serious 
adverse health consequences or death to hu-
mans or animals’’ and inserting ‘‘is adulter-
ated or misbranded’’. 

(b) REGULATIONS.—Not later than 120 days 
after the date of enactment of this Act, the 
Secretary shall issue an interim final rule 
amending subpart K of part 1 of title 21, Code 
of Federal Regulations, to implement the 
amendment made by this section. 

(c) EFFECTIVE DATE.—The amendment 
made by this section shall take effect 180 
days after the date of enactment of this Act. 
SEC. 208. DECONTAMINATION AND DISPOSAL 

STANDARDS AND PLANS. 
(a) IN GENERAL.—The Administrator of the 

Environmental Protection Agency (referred 

to in this section as the ‘‘Administrator’’), in 
coordination with the Secretary of Health 
and Human Services, Secretary of Homeland 
Security, and Secretary of Agriculture, shall 
provide support for, and technical assistance 
to, State, local, and tribal governments in 
preparing for, assessing, decontaminating, 
and recovering from an agriculture or food 
emergency. 

(b) DEVELOPMENT OF STANDARDS.—In car-
rying out subsection (a), the Administrator, 
in coordination with the Secretary of Health 
and Human Services, Secretary of Homeland 
Security, Secretary of Agriculture, and 
State, local, and tribal governments, shall 
develop and disseminate specific standards 
and protocols to undertake clean-up, clear-
ance, and recovery activities following the 
decontamination and disposal of specific 
threat agents and foreign animal diseases. 

(c) DEVELOPMENT OF MODEL PLANS.—In car-
rying out subsection (a), the Administrator, 
the Secretary of Health and Human Services, 
and the Secretary of Agriculture shall joint-
ly develop and disseminate model plans for— 

(1) the decontamination of individuals, 
equipment, and facilities following an inten-
tional contamination of agriculture or food; 
and 

(2) the disposal of large quantities of ani-
mals, plants, or food products that have been 
infected or contaminated by specific threat 
agents and foreign animal diseases. 

(d) EXERCISES.—In carrying out subsection 
(a), the Administrator, in coordination with 
the entities described under subsection (b), 
shall conduct exercises at least annually to 
evaluate and identify weaknesses in the de-
contamination and disposal model plans de-
scribed in subsection (c). Such exercises 
shall be carried out, to the maximum extent 
practicable, as part of the national exercise 
program under section 648(b)(1) of the Post- 
Katrina Emergency Management Reform Act 
of 2006 (6 U.S.C. 748(b)(1)). 

(e) MODIFICATIONS.—Based on the exercises 
described in subsection (d), the Adminis-
trator, in coordination with the entities de-
scribed in subsection (b), shall review and 
modify as necessary the plans described in 
subsection (c) not less frequently than bien-
nially. 

(f) PRIORITIZATION.—The Administrator, in 
coordination with the entities described in 
subsection (b), shall develop standards and 
plans under subsections (b) and (c) in an 
identified order of priority that takes into 
account— 

(1) highest-risk biological, chemical, and 
radiological threat agents; 

(2) agents that could cause the greatest 
economic devastation to the agriculture and 
food system; and 

(3) agents that are most difficult to clean 
or remediate. 

TITLE III—IMPROVING THE SAFETY OF 
IMPORTED FOOD 

SEC. 301. FOREIGN SUPPLIER VERIFICATION 
PROGRAM. 

(a) IN GENERAL.—Chapter VIII (21 U.S.C. 
381 et seq.) is amended by adding at the end 
the following: 
‘‘SEC. 805. FOREIGN SUPPLIER VERIFICATION 

PROGRAM. 
‘‘(a) IN GENERAL.— 
‘‘(1) VERIFICATION REQUIREMENT.—Each 

United States importer shall perform risk- 
based foreign supplier verification activities 
in accordance with regulations promulgated 
under subsection (c) for the purpose of 
verifying that the food imported by the im-
porter or its agent is— 

‘‘(A) produced in compliance with the re-
quirements of section 418 or 419, as appro-
priate; and 

‘‘(B) is not adulterated under section 402 or 
misbranded under section 403(w). 

‘‘(2) IMPORTER DEFINED.—For purposes of 
this section, the term ‘importer’ means, with 
respect to an article of food— 

‘‘(A) the United States owner or consignee 
of the article of food at the time of entry of 
such article into the United States; or 

‘‘(B) in the case when there is no United 
States owner or consignee as described in 
subparagraph (A), the United States agent or 
representative of a foreign owner or con-
signee of the article of food at the time of 
entry of such article into the United States. 

‘‘(b) GUIDANCE.—Not later than 1 year after 
the date of enactment of the FDA Food Safe-
ty Modernization Act, the Secretary shall 
issue guidance to assist United States im-
porters in developing foreign supplier 
verification programs. 

‘‘(c) REGULATIONS.— 
‘‘(1) IN GENERAL.—Not later than 1 year 

after the date of enactment of the FDA Food 
Safety Modernization Act, the Secretary 
shall promulgate regulations to provide for 
the content of the foreign supplier 
verification program established under sub-
section (a). Such regulations shall, as appro-
priate, include a process for verification by a 
United States importer, with respect to each 
foreign supplier from which it obtains food, 
that the imported food is produced in com-
pliance with the requirements of section 418 
or 419, as appropriate, and is not adulterated 
under section 402 or misbranded under sec-
tion 403(w). 

‘‘(2) VERIFICATION.—The regulations under 
paragraph (1) shall require that the foreign 
supplier verification program of each im-
porter be adequate to provide assurances 
that each foreign supplier to the importer 
produces the imported food employing proc-
esses and procedures, including risk-based 
reasonably appropriate preventive controls, 
equivalent in preventing adulteration and re-
ducing hazards as those required by section 
418 or section 419, as appropriate. 

‘‘(3) ACTIVITIES.—Verification activities 
under a foreign supplier verification program 
under this section may include monitoring 
records for shipments, lot-by-lot certifi-
cation of compliance, annual on-site inspec-
tions, checking the hazard analysis and risk- 
based preventive control plan of the foreign 
supplier, and periodically testing and sam-
pling shipments. 

‘‘(d) RECORD MAINTENANCE AND ACCESS.— 
Records of a United States importer related 
to a foreign supplier verification program 
shall be maintained for a period of not less 
than 2 years and shall be made available 
promptly to a duly authorized representative 
of the Secretary upon request. 

‘‘(e) DEEMED COMPLIANCE OF SEAFOOD, 
JUICE, AND LOW-ACID CANNED FOOD FACILI-
TIES IN COMPLIANCE WITH HACCP.—An 
owner, operator, or agent in charge of a fa-
cility required to comply with 1 of the fol-
lowing standards and regulations with re-
spect to such facility shall be deemed to be 
in compliance with this section with respect 
to such facility: 

‘‘(1) The Seafood Hazard Analysis Critical 
Control Points Program of the Food and 
Drug Administration. 

‘‘(2) The Juice Hazard Analysis Critical 
Control Points Program of the Food and 
Drug Administration. 

‘‘(3) The Thermally Processed Low-Acid 
Foods Packaged in Hermetically Sealed Con-
tainers standards of the Food and Drug Ad-
ministration (or any successor standards). 

‘‘(f) PUBLICATION OF LIST OF PARTICI-
PANTS.—The Secretary shall publish and 
maintain on the Internet Web site of the 
Food and Drug Administration a current list 
that includes the name of, location of, and 
other information deemed necessary by the 
Secretary about, importers participating 
under this section.’’. 

VerDate Nov 24 2008 02:25 Mar 04, 2009 Jkt 079060 PO 00000 Frm 00054 Fmt 0624 Sfmt 0634 E:\CR\FM\A03MR6.062 S03MRPT1w
w

oo
ds

2 
on

 P
R

O
D

P
C

68
 w

ith
 S

E
N

A
T

E



CONGRESSIONAL RECORD — SENATE S2703 March 3, 2009 
(b) PROHIBITED ACT.—Section 301 (21 U.S.C. 

331), as amended by section 206, is amended 
by adding at the end the following: 

‘‘(ss) The importation or offering for im-
portation of a food if the importer (as de-
fined in section 805) does not have in place a 
foreign supplier verification program in com-
pliance with such section 805.’’. 

(c) IMPORTS.—Section 801(a) (21 U.S.C. 
381(a)) is amended by adding ‘‘or the im-
porter (as defined in section 805) is in viola-
tion of such section 805’’ after ‘‘or in viola-
tion of section 505’’. 

(d) EFFECTIVE DATE.—The amendments 
made by this section shall take effect 2 years 
after the date of enactment of this Act. 
SEC. 302. VOLUNTARY QUALIFIED IMPORTER 

PROGRAM. 
Chapter VIII (21 U.S.C. 381 et seq.), as 

amended by section 301, is amended by add-
ing at the end the following: 
‘‘SEC. 806. VOLUNTARY QUALIFIED IMPORTER 

PROGRAM. 
‘‘(a) IN GENERAL.—Beginning not later 

than 1 year after the date of enactment of 
the FDA Food Safety Modernization Act, the 
Secretary shall— 

‘‘(1) establish a program, in consultation 
with the Department of Homeland Security, 
to provide for the expedited review and im-
portation of food offered for importation by 
United States importers who have volun-
tarily agreed to participate in such program; 
and 

‘‘(2) issue a guidance document related to 
participation and compliance with such pro-
gram. 

‘‘(b) VOLUNTARY PARTICIPATION.—An im-
porter may request the Secretary to provide 
for the expedited review and importation of 
designated foods in accordance with the pro-
gram procedures established by the Sec-
retary. 

‘‘(c) ELIGIBILITY.—In order to be eligible, 
an importer shall be offering food for impor-
tation from a facility that has a certification 
described in section 809(b). In reviewing the 
applications and making determinations on 
such requests, the Secretary shall consider 
the risk of the food to be imported based on 
factors, such as the following: 

‘‘(1) The nature of the food to be imported. 
‘‘(2) The compliance history of the foreign 

supplier. 
‘‘(3) The capability of the regulatory sys-

tem of the country of export to ensure com-
pliance with United States food safety stand-
ards. 

‘‘(4) The compliance of the importer with 
the requirements of section 805. 

‘‘(5) The recordkeeping, testing, inspec-
tions and audits of facilities, traceability of 
articles of food, temperature controls, and 
sourcing practices of the importer. 

‘‘(6) The potential risk for intentional 
adulteration of the food. 

‘‘(7) Any other factor that the Secretary 
determines appropriate. 

‘‘(d) REVIEW AND REVOCATION.—Any im-
porter qualified by the Secretary in accord-
ance with the eligibility criteria set forth in 
this section shall be reevaluated not less 
often than once every 3 years and the Sec-
retary shall promptly revoke the qualified 
importer status of any importer found not to 
be in compliance with such criteria. 

‘‘(e) NOTICE OF INTENT TO PARTICIPATE.—An 
importer that intends to participate in the 
program under this section in a fiscal year 
shall submit a notice to the Secretary of 
such intent at time and in a manner estab-
lished by the Secretary. 

‘‘(f) FALSE STATEMENTS.—Any statement 
or representation made by an importer to 
the Secretary shall be subject to section 1001 
of title 18, United States Code. 

‘‘(g) DEFINITION.—For purposes of this sec-
tion, the term ‘importer’ means the person 

that brings food, or causes food to be 
brought, from a foreign country into the cus-
toms territory of the United States.’’. 
SEC. 303. AUTHORITY TO REQUIRE IMPORT CER-

TIFICATIONS FOR FOOD. 
(a) IN GENERAL.—Section 801(a) (21 U.S.C. 

381(a)) is amended by inserting after the 
third sentence the following: ‘‘With respect 
to an article of food, if importation of such 
food is subject to, but not compliant with, 
the requirement under subsection (p) that 
such food be accompanied by a certification 
or other assurance that the food meets some 
or all applicable requirements of this Act, 
then such article shall be refused admis-
sion.’’. 

(b) ADDITION OF CERTIFICATION REQUIRE-
MENT.—Section 801 (21 U.S.C. 381) is amended 
by adding at the end the following new sub-
section: 

‘‘(p) CERTIFICATIONS CONCERNING IMPORTED 
FOODS.— 

‘‘(1) IN GENERAL.—The Secretary, based on 
public health considerations, including risks 
associated with the food or its place of ori-
gin, may require as a condition of granting 
admission to an article of food imported or 
offered for import into the United States, 
that an entity specified in paragraph (2) pro-
vide a certification or such other assurances 
as the Secretary determines appropriate that 
the article of food complies with some or all 
applicable requirements of this Act, as speci-
fied by the Secretary. Such certification or 
assurances may be provided in the form of 
shipment-specific certificates, a listing of 
certified entities, or in such other form as 
the Secretary may specify. Such certifi-
cation shall be used for designated food im-
ported from countries with which the Food 
and Drug Administration has an agreement 
to establish a certification program. 

‘‘(2) CERTIFYING ENTITIES.—For purposes of 
paragraph (1), entities that shall provide the 
certification or assurances described in such 
paragraph are— 

‘‘(A) an agency or a representative of the 
government of the country from which the 
article of food at issue originated, as des-
ignated by such government or the Sec-
retary; or 

‘‘(B) such other persons or entities accred-
ited pursuant to section 809 to provide such 
certification or assurance. 

‘‘(3) RENEWAL AND REFUSAL OF CERTIFI-
CATIONS.—The Secretary may— 

‘‘(A) require that any certification or other 
assurance provided by an entity specified in 
paragraph (2) be renewed by such entity at 
such times as the Secretary determines ap-
propriate; and 

‘‘(B) refuse to accept any certification or 
assurance if the Secretary determines that 
such certification or assurance is no longer 
valid or reliable. 

‘‘(4) ELECTRONIC SUBMISSION.—The Sec-
retary shall provide for the electronic sub-
mission of certifications under this sub-
section. 

‘‘(5) FALSE STATEMENTS.—Any statement 
or representation made by an entity de-
scribed in paragraph (2) to the Secretary 
shall be subject to section 1001 of title 18, 
United States Code.’’. 

(c) CONFORMING TECHNICAL AMENDMENT.— 
Section 801(b) (21 U.S.C. 381(b)) is amended in 
the second sentence by striking ‘‘with re-
spect to an article included within the provi-
sion of the fourth sentence of subsection (a)’’ 
and inserting ‘‘with respect to an article de-
scribed in subsection (a) relating to the re-
quirements of sections 760 or 761,’’. 

(d) NO LIMIT ON AUTHORITY.—Nothing in 
the amendments made by this section shall 
limit the authority of the Secretary to con-
duct random inspections of imported food or 
to take such other steps as the Secretary 
deems appropriate to determine the admissi-
bility of imported food. 

SEC. 304. PRIOR NOTICE OF IMPORTED FOOD 
SHIPMENTS. 

(a) IN GENERAL.—Section 801(m)(1) (21 
U.S.C. 381(m)(1)) is amended by inserting 
‘‘any country to which the article has been 
refused entry;’’ after ‘‘the country from 
which the article is shipped;’’. 

(b) REGULATIONS.—Not later than 120 days 
after the date of enactment of this Act, the 
Secretary shall issue an interim final rule 
amending subpart I of part 1 of title 21, Code 
of Federal Regulations, to implement the 
amendment made by this section. 

(c) EFFECTIVE DATE.—The amendment 
made by this section shall take effect 180 
days after the date of enactment of this Act. 
SEC. 305. REVIEW OF A REGULATORY AUTHORITY 

OF A FOREIGN COUNTRY. 
Chapter VIII (21 U.S.C. 381 et seq.), as 

amended by section 302, is amended by add-
ing at the end the following: 
‘‘SEC. 807. REVIEW OF A REGULATORY AUTHOR-

ITY OF A FOREIGN COUNTRY. 
‘‘The Secretary may review information 

from a country outlining the statutes, regu-
lations, standards, and controls of such 
country, and conduct on-site audits in such 
country to verify the implementation of 
those statutes, regulations, standards, and 
controls. Based on such review, the Sec-
retary shall determine whether such country 
can provide reasonable assurances that the 
food supply of the country is equivalent in 
safety to food manufactured, processed, 
packed, or held in the United States.’’. 
SEC. 306. BUILDING CAPACITY OF FOREIGN GOV-

ERNMENTS WITH RESPECT TO 
FOOD. 

(a) IN GENERAL.—The Secretary shall, not 
later than 2 years of the date of enactment 
of this Act, develop a comprehensive plan to 
expand the technical, scientific, and regu-
latory capacity of foreign governments, and 
their respective food industries, from which 
foods are exported to the United States. 

(b) CONSULTATION.—In developing the plan 
under subsection (a), the Secretary shall 
consult with the Secretary of Agriculture, 
Secretary of State, Secretary of the Treas-
ury, and the Secretary of Commerce, rep-
resentatives of the food industry, appro-
priate foreign government officials, and non-
governmental organizations that represent 
the interests of consumers, and other stake-
holders. 

(c) PLAN.—The plan developed under sub-
section (a) shall include, as appropriate, the 
following: 

(1) Recommendations for bilateral and 
multilateral arrangements and agreements, 
including provisions to provide for responsi-
bility of exporting countries to ensure the 
safety of food. 

(2) Provisions for electronic data sharing. 
(3) Provisions for mutual recognition of in-

spection reports. 
(4) Training of foreign governments and 

food producers on United States require-
ments for safe food. 

(5) Recommendations to harmonize re-
quirements under the Codex Alimentarius. 

(6) Provisions for the multilateral accept-
ance of laboratory methods and detection 
techniques. 
SEC. 307. INSPECTION OF FOREIGN FOOD FACILI-

TIES. 
Chapter VIII (21 U.S.C. 381 et seq.), as 

amended by section 305, is amended by in-
serting at the end the following: 
‘‘SEC. 808. INSPECTION OF FOREIGN FOOD FA-

CILITIES. 
‘‘(a) INSPECTION.—The Secretary— 
‘‘(1) may enter into arrangements and 

agreements with foreign governments to fa-
cilitate the inspection of foreign facilities 
registered under section 415; and 

‘‘(2) shall direct resources to inspections of 
foreign facilities, suppliers, and food types, 
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especially such facilities, suppliers, and food 
types that present a high risk (as identified 
by the Secretary), to help ensure the safety 
and security of the food supply of the United 
States. 

‘‘(b) EFFECT OF INABILITY TO INSPECT.— 
Notwithstanding any other provision of law, 
food shall be refused admission into the 
United States if it is from a foreign facility 
registered under section 415 of which the 
owner, operator, or agent in charge of the fa-
cility, or the government of the foreign 
country, refuses to permit entry of United 
States inspectors, upon request, to inspect 
such facility. For purposes of this sub-
section, such an owner, operator, or agent in 
charge shall be considered to have refused an 
inspection if such owner, operator, or agent 
in charge refuses such a request to inspect a 
facility more than 48 hours after such re-
quest is submitted.’’. 
SEC. 308. ACCREDITATION OF THIRD-PARTY 

AUDITORS AND AUDIT AGENTS. 
Chapter VIII (21 U.S.C. 381 et seq.), as 

amended by section 307, is amended by add-
ing at the end the following: 
‘‘SEC. 809. ACCREDITATION OF THIRD-PARTY 

AUDITORS AND AUDIT AGENTS. 
‘‘(a) DEFINITIONS.—In this section: 
‘‘(1) ACCREDITED AUDIT AGENT.—The term 

‘accredited audit agent’ means an audit 
agent accredited by an accreditation body 
under this section. 

‘‘(2) AUDIT AGENT.—The term ‘audit agent’ 
means an individual who is qualified to con-
duct food safety audits, and who may be an 
employee or an agent of a third-party audi-
tor. 

‘‘(3) ACCREDITATION BODY.—The term ‘ac-
creditation body’ means a recognized author-
ity that performs accreditation of third- 
party auditors and audit agents. 

‘‘(4) ACCREDITED THIRD-PARTY AUDITOR.— 
The term ‘accredited third-party auditor’ 
means a third-party auditor accredited by an 
accreditation body under this section. 

‘‘(5) CONSULTATIVE AUDIT.—The term ‘con-
sultative audit’ means an audit of an eligible 
entity— 

‘‘(A) to determine whether such entity is 
in compliance with the provisions of this Act 
and with applicable industry standards and 
practices; and 

‘‘(B) the results of which are for internal 
facility purposes only. 

‘‘(6) ELIGIBLE ENTITY.—The term ‘eligible 
entity’ means a foreign entity, including for-
eign facilities registered under section 415, in 
the food import supply chain that chooses to 
be audited by an accredited third-party audi-
tor or audit agent. 

‘‘(7) REGULATORY AUDIT.—The term ‘regu-
latory audit’ means an audit of an eligible 
entity— 

‘‘(A) to determine whether such entity is 
in compliance with the provisions of this 
Act; and 

‘‘(B) the results of which determine— 
‘‘(i) whether an entity is eligible to receive 

a certification under section 801(p); and 
‘‘(ii) whether the entity is eligible to par-

ticipate in the voluntary qualified importer 
program under section 806. 

‘‘(8) THIRD-PARTY AUDITOR.—The term 
‘third-party auditor’ means a foreign govern-
ment, foreign cooperative, or any other 
qualified third party, as the Secretary deter-
mines appropriate, that conducts audits of 
eligible entities to certify that such eligible 
entities meet the applicable requirements of 
this section. 

‘‘(b) ACCREDITATION SYSTEM.— 
‘‘(1) ACCREDITATION BODIES.— 
‘‘(A) RECOGNITION OF ACCREDITATION BOD-

IES.—Beginning not later than 2 years after 
the date of enactment of the FDA Food Safe-
ty Modernization Act, the Secretary shall es-

tablish a system for the recognition of ac-
creditation bodies that accredit third-party 
auditors and audit agents to certify that eli-
gible entities meet the applicable require-
ments of this Act. 

‘‘(B) NOTIFICATION.—Each accreditation 
body recognized by the Secretary shall sub-
mit to the Secretary a list of all accredited 
third-party auditors and audit agents accred-
ited by such body. 

‘‘(C) REVOCATION OF RECOGNITION AS AN AC-
CREDITATION BODY.—The Secretary shall 
promptly revoke the recognition of any ac-
creditation body found not to be in compli-
ance with the requirements of this section. 

‘‘(2) MODEL ACCREDITATION STANDARDS.— 
The Secretary shall develop model stand-
ards, including audit report requirements, 
and each recognized accreditation body shall 
ensure that third-party auditors and audit 
agents meet such standards in order to qual-
ify as an accredited third-party auditor or 
audit agent under this section. In developing 
the model standards, the Secretary shall 
look to standards in place on the date of the 
enactment of this section for guidance, to 
avoid unnecessary duplication of efforts and 
costs. 

‘‘(c) THIRD-PARTY AUDITORS AND AUDIT 
AGENCIES.— 

‘‘(1) REQUIREMENTS FOR ACCREDITATION AS A 
THIRD-PARTY AUDITOR OR AUDIT AGENT.— 

‘‘(A) FOREIGN GOVERNMENTS.—Prior to ac-
crediting a foreign government as an accred-
ited third-party auditor, the accreditation 
body shall perform such reviews and audits 
of food safety programs, systems, and stand-
ards of the government as the Secretary 
deems necessary to determine that the for-
eign government is capable of adequately en-
suring that eligible entities certified by such 
government meet the requirements of this 
Act with respect to food manufactured, proc-
essed, packed, or held for import to the 
United States. 

‘‘(B) FOREIGN COOPERATIVES AND OTHER 
THIRD PARTIES.—Prior to accrediting a for-
eign cooperative that aggregates the prod-
ucts of growers or processors, or any other 
third party that the Secretary determines 
appropriate to be an accredited third-party 
auditor or audit agent, the accreditation 
body shall perform such reviews and audits 
of the training and qualifications of auditors 
used by that cooperative or party and con-
duct such reviews of internal systems and 
such other investigation of the cooperative 
or party as the Secretary deems necessary to 
determine that each eligible entity certified 
by the cooperative or party has systems and 
standards in use to ensure that such entity 
meets the requirements of this Act. 

‘‘(2) REQUIREMENT TO ISSUE CERTIFICATION 
OF ELIGIBLE ENTITIES.— 

‘‘(A) IN GENERAL.—An accreditation body 
may not accredit a third-party auditor or 
audit agent unless such third-party auditor 
or audit agent agrees to issue a written and 
electronic certification to accompany each 
food shipment for import into the United 
States from an eligible entity certified by 
the third-party auditor or audit agent, sub-
ject to requirements set forth by the Sec-
retary. The Secretary shall consider such 
certificates when targeting inspection re-
sources under section 421. 

‘‘(B) PURPOSE OF CERTIFICATION.—The Sec-
retary shall use evidence of certification pro-
vided by accredited third-party auditors and 
audit agents— 

‘‘(i) to determined the eligibility of an im-
porter to receive a certification under sec-
tion 801(p); and 

‘‘(ii) determine the eligibility of an im-
porter to participate in the voluntary quali-
fied importer program under section 806. 

‘‘(3) AUDIT REPORT REQUIREMENTS.— 

‘‘(A) REQUIREMENTS IN GENERAL.—As a con-
dition of accreditation, an accredited third- 
party auditor or audit agent shall prepare 
the audit report for an audit, in a form and 
manner designated by the Secretary, which 
shall include— 

‘‘(i) the identity of the persons at the au-
dited eligible entity responsible for compli-
ance with food safety requirements; 

‘‘(ii) the dates of the audit; 
‘‘(iii) the scope of the audit; and 
‘‘(iv) any other info required by the Sec-

retary that relate to or may influence an as-
sessment of compliance with this Act. 

‘‘(B) SUBMISSION OF REPORTS TO THE SEC-
RETARY.— 

‘‘(i) IN GENERAL.—Following any accredita-
tion of a third-party auditor or audit agent, 
the Secretary may, at any time, require the 
accredited third-party auditor or audit agent 
to submit to the Secretary an onsite audit 
report and such other reports or documents 
required as part of the audit process, for any 
eligible entity certified by the third-party 
auditor or audit agent. Such report may in-
clude documentation that the eligible entity 
is in compliance with any applicable reg-
istration requirements. 

‘‘(ii) LIMITATION.—The requirement under 
clause (i) shall not include any report or 
other documents resulting from a consult-
ative audit by the accredited third-party 
auditor or audit agent, except that the Sec-
retary may access the results of a consult-
ative audit in accordance with section 414. 

‘‘(4) REQUIREMENTS OF AUDIT AGENTS.— 
‘‘(A) RISKS TO PUBLIC HEALTH.—If, at any 

time during an audit, an accredited audit 
agent discovers a condition that could cause 
or contribute to a serious risk to the public 
health, the audit agent shall immediately 
notify the Secretary of— 

‘‘(i) the identification of the eligible entity 
subject to the audit; and 

‘‘(ii) such condition. 
‘‘(B) TYPES OF AUDITS.—An accredited 

audit agent may perform consultative and 
regulatory audits of eligible entities. 

‘‘(C) LIMITATIONS.—An accredited audit 
agent may not perform a regulatory audit of 
an eligible entity if such agent has per-
formed a consultative audit or a regulatory 
audit of such eligible entity during the pre-
vious 24-month period. 

‘‘(5) CONFLICTS OF INTEREST.— 
‘‘(A) THIRD-PARTY AUDITORS.—An accred-

ited third-party auditor shall— 
‘‘(i) not be owned, managed, or controlled 

by any person that owns or operates an eligi-
ble entity to be certified by such auditor; 

‘‘(ii) in carrying out audits of eligible enti-
ties under this section, have procedures to 
ensure against the use of any officer or em-
ployee of such auditor that has a financial 
conflict of interest regarding an eligible en-
tity to be certified by such auditor; and 

‘‘(iii) annually make available to the Sec-
retary disclosures of the extent to which 
such auditor and the officers and employees 
of such auditor have maintained compliance 
with clauses (i) and (ii) relating to financial 
conflicts of interest. 

‘‘(B) AUDIT AGENTS.—An accredited audit 
agent shall— 

‘‘(i) not own or operate an eligible entity 
to be certified by such agent; 

‘‘(ii) in carrying out audits of eligible enti-
ties under this section, have procedures to 
ensure that such agent does not have a fi-
nancial conflict of interest regarding an eli-
gible entity to be certified by such agent; 
and 

‘‘(iii) annually make available to the Sec-
retary disclosures of the extent to which 
such agent has maintained compliance with 
clauses (i) and (ii) relating to financial con-
flicts of interest. 
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CONGRESSIONAL RECORD — SENATE S2705 March 3, 2009 
‘‘(C) REGULATIONS.—The Secretary shall 

promulgate regulations not later than 18 
months after the date of enactment of the 
FDA Food Safety Modernization Act to en-
sure that there are protections against con-
flicts of interest between an accredited 
third-party auditor or audit agent and the 
eligible entity to be certified by such auditor 
or audit agent. Such regulations shall in-
clude— 

‘‘(i) requiring that audits performed under 
this section be unannounced; 

‘‘(ii) a structure, including timing and pub-
lic disclosure, for fees paid by eligible enti-
ties to accredited third-party auditors or 
audit agents to decrease the potential for 
conflicts of interest; and 

‘‘(iii) appropriate limits on financial affili-
ations between an accredited third-party 
auditor or audit agent and any person that 
owns or operates an eligible entity to be cer-
tified by such auditor or audit agent. 

‘‘(6) WITHDRAWAL OF ACCREDITATION.—The 
Secretary shall withdraw accreditation from 
an accredited third-party auditor or audit 
agent— 

‘‘(A) if food from an eligible entity cer-
tified by such third-party auditor or audit 
agent is linked to an outbreak of human or 
animal illness; 

‘‘(B) following a performance audit and 
finding by the Secretary that the third-party 
auditor or audit agent no longer meets the 
requirements for accreditation; or 

‘‘(C) following a refusal to allow United 
States officials to conduct such audits and 
investigations as may be necessary to ensure 
continued compliance with the requirements 
set forth in this section. 

‘‘(7) NEUTRALIZING COSTS.—The Secretary 
shall establish a method, similar to the 
method used by the Department of Agri-
culture, by which accredited third-party 
auditors and audit agents reimburse the 
Food and Drug Administration for the work 
performed to establish and administer the 
accreditation system under this section. The 
Secretary shall make operating this program 
revenue-neutral and shall not generate sur-
plus revenue from such a reimbursement 
mechanism. 

‘‘(d) RECERTIFICATION OF ELIGIBLE ENTI-
TIES.—An eligible entity shall apply for an-
nual recertification by an accredited third- 
party auditor or audit agent if such entity— 

‘‘(1) intends to participate in voluntary 
qualified importer program under section 
806; or 

‘‘(2) must provide to the Secretary a cer-
tification under section 801(p) for any food 
from such entity. 

‘‘(e) FALSE STATEMENTS.—Any statement 
or representation made— 

‘‘(1) by an employee or agent of an eligible 
entity to an accredited third-party auditor 
or audit agent; or 

‘‘(2) by an accredited third-party auditor or 
an audit agent to the Secretary, 
shall be subject to section 1001 of title 18, 
United States Code. 

‘‘(f) MONITORING.—To ensure compliance 
with the requirements of this section, the 
Secretary shall— 

‘‘(1) periodically, or at least once every 4 
years, reevaluate the accreditation bodies 
described in subsection (b)(1); 

‘‘(2) periodically, or at least once every 4 
years, audit the performance of each accred-
ited third-party auditor and audit agent, 
through the review of audit reports by such 
auditors and audit agents, the compliance 
history as available of eligible entities cer-
tified by such auditors and audit agents, and 
any other measures deemed necessary by the 
Secretary; 

‘‘(3) at any time, conduct an onsite audit of 
any eligible entity certified by an accredited 
third-party auditor or audit agent, with or 

without the auditor or audit agent present; 
and 

‘‘(4) take any other measures deemed nec-
essary by the Secretary. 

‘‘(g) PUBLICLY AVAILABLE REGISTRY.—The 
Secretary shall establish a publicly available 
registry of accreditation bodies and of ac-
credited third-party auditors and audit 
agents, including the name of, contact infor-
mation for, and other information deemed 
necessary by the Secretary about such bod-
ies, auditors, and agents. 

‘‘(h) LIMITATIONS.— 
‘‘(1) NO EFFECT ON SECTION 704 INSPEC-

TIONS.—The audits performed under this sec-
tion shall not be considered inspections 
under section 704. 

‘‘(2) NO EFFECT ON INSPECTION AUTHORITY.— 
Nothing in this section affects the authority 
of the Secretary to inspect any eligible enti-
ty pursuant to this Act.’’. 
SEC. 309. FOREIGN OFFICES OF THE FOOD AND 

DRUG ADMINISTRATION. 
(a) IN GENERAL.—The Secretary shall by 

October 1, 2010, establish an office of the 
Food and Drug Administration in not less 
than 5 foreign countries selected by the Sec-
retary, to provide assistance to the appro-
priate governmental entities of such coun-
tries with respect to measures to provide for 
the safety of articles of food and other prod-
ucts regulated by the Food and Drug Admin-
istration exported by such country to the 
United States, including by directly con-
ducting risk-based inspections of such arti-
cles and supporting such inspections by such 
governmental entity. 

(b) CONSULTATION.—In establishing the for-
eign offices described in subsection (a), the 
Secretary shall consult with the Secretary of 
State and the United States Trade Rep-
resentative. 

(c) REPORT.—Not later than October 1, 2011, 
the Secretary shall submit to Congress a re-
port on the basis for the selection by the 
Secretary of the foreign countries in which 
the Secretary established offices under sub-
section (a), the progress which such offices 
have made with respect to assisting the gov-
ernments of such countries in providing for 
the safety of articles of food and other prod-
ucts regulated by the Food and Drug Admin-
istration exported to the United States, and 
the plans of the Secretary for establishing 
additional foreign offices of the Food and 
Drug Administration, as appropriate. 
TITLE IV—MISCELLANEOUS PROVISIONS 

SEC. 401. FUNDING FOR FOOD SAFETY. 
(a) IN GENERAL.—There are authorized to 

be appropriated to carry out the activities of 
the Center for Food Safety and Applied Nu-
trition, the Center for Veterinary Medicine, 
and related field activities in the Office of 
Regulatory Affairs of the Food and Drug Ad-
ministration— 

(1) $825,000,000 for fiscal year 2010; and 
(2) such sums as may be necessary for fis-

cal years 2011 through 2014. 
(b) INCREASED NUMBER OF FIELD STAFF.— 

To carry out the activities of the Center for 
Food Safety and Applied Nutrition, the Cen-
ter for Veterinary Medicine, and related field 
activities of the Office of Regulatory Affairs 
of the Food and Drug Administration, the 
Secretary of Health and Human Services 
shall increase the field staff of such Centers 
and Office with a goal of not fewer than— 

(1) 3,800 staff members in fiscal year 2010; 
(2) 4,000 staff members in fiscal year 2011; 
(3) 4,200 staff members in fiscal year 2012; 
(4) 4,600 staff members in fiscal year 2013; 

and 
(5) 5,000 staff members in fiscal year 2014. 

SEC. 402. JURISDICTION; AUTHORITIES. 
Nothing in this Act, or an amendment 

made by this Act, shall be construed to— 
(1) alter the jurisdiction between the Sec-

retary of Agriculture and the Secretary of 

Health and Human Services, under applica-
ble statutes and regulations; 

(2) limit the authority of the Secretary of 
Health and Human Services to issue regula-
tions related to the safety of food under— 

(A) the Federal Food, Drug, and Cosmetic 
Act (21 U.S.C. 301 et seq.) as in effect on the 
day before the date of enactment of this Act; 
or 

(B) the Public Health Service Act (42 
U.S.C. 301 et seq.) as in effect on the day be-
fore the date of enactment of this Act; or 

(3) impede, minimize, or affect the author-
ity of the Secretary of Agriculture to pre-
vent, control, or mitigate a plant or animal 
health emergency, or a food emergency in-
volving products regulated under the Federal 
Meat Inspection Act, the Poultry Products 
Inspection Act, or the Egg Products Inspec-
tion Act. 

By Mr. AKAKA: 
S. 514. A bill to amend title 38, 

United States Code, to enhance voca-
tional rehabilitation benefits for vet-
erans, and for other purposes; to the 
Committee on Veterans’ Affairs. 

Mr. AKAKA. Mr. President, I am in-
troducing today the proposed Veterans 
Rehabilitation and Training Improve-
ments Act of 2009. This measure would 
improve the program of rehabilitation 
and training for veterans who suffer 
from service-connected disabilities by 
offering an increase in the amount of 
subsistence allowances, reimbursing 
certain incidental costs, and repealing 
the limit on the number of individuals 
who may be enrolled in a program of 
Independent Living services. 

Under current law, veterans who are 
enrolled in a program of rehabilitation 
under Chapter 31 receive a monthly 
subsistence allowance. This, in addi-
tion to the payment of the costs of the 
program of rehabilitation, is intended 
to offer the veteran a means of paying 
for basic living expenses while pursuing 
their training or education. 

With the enactment of the new Post 
9–11 GI Bill last year, P.L. 110–323, 
which adopted a tuition-and-fees plus a 
living allowance approach to the pay-
ment of benefits under the educational 
assistance program, I am concerned 
that there may be an inequity between 
the vocational rehabilitation and edu-
cation programs and that individuals 
who would truly benefit from enroll-
ment in a program of rehabilitation 
and employment under Chapter 31 will 
be tempted to enroll in the Chapter 33 
education program in order to take ad-
vantage of the higher living allowance. 
Those who would make such an elec-
tion might forgo valuable counseling, 
employment and placement, and other 
assistance from which they might ben-
efit. 

To address this concern, the measure 
I am introducing today would modify 
the Chapter 31 program by offering a 
subsistence allowance to enrollees 
equal to the national average for the 
Department of Defense’s Basic Allow-
ance for Housing, BAH, for members of 
the military at the E–5 level, adjusted 
for marital status. This is similar, al-
though not identical to, the approach 
of the new chapter 33 program which 
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adopted a regionalized BAH approach 
based on the address of the institution. 

This is intended to help ensure that 
individuals who could best benefit from 
enrollment in the Chapter 31 program 
are not faced with a disincentive to do 
so. 

With regard to the second issue, VA 
is permitted to pay certain costs asso-
ciated with enrollment of an individual 
in a program of rehabilitation—for ex-
ample, fees, equipment, and supplies. 
However, there are other costs that an 
individual might incur that are not 
covered by VA and these costs could 
represent a substantial barrier to the 
successful completion of a program. An 
example could be that of a single young 
mother with young children who—in 
order to attend classes—needs child 
care. Another example might be a vet-
eran who lost both legs in service and 
needs a new suit in order to make the 
most favorable impression at the inter-
view with a prospective employer. 

The legislation I am introducing 
today would require VA to issue regu-
lations providing for the reimburse-
ment of incidental costs associated 
with obstacles that pose substantial 
barriers to successful completion of a 
program. I believe that this will sub-
stantially increase the ability of many 
individuals to finish their rehabilita-
tion programs and be placed in reward-
ing jobs. 

I also believe we need to repeal the 
cap on the number of individuals who 
may be enrolled in a program of Inde-
pendent Living services under the 
Chapter 31 program. Current law pro-
vides that individuals for whom a de-
termination is made that a program of 
rehabilitation leading to employment 
is not reasonably feasible may be eligi-
ble for enrollment in a program of 
independent living services which is de-
signed to help the individual achieve a 
maximum level of independence in 
daily life. However, the number of vet-
erans who in any one year may enroll 
in these programs is capped at 2,600. 

Even though the VA has testified in 
the past that this enrollment cap does 
not present any problem for the effec-
tive conduct of the program, I remain 
concerned—despite the fact that last 
year Congress raised the cap from 2,500 
to 2,600 in P.L. 110–389—that the effect 
of the cap is to put downward pressure 
on VA’s enrollment of eligible veterans 
in this very important program. This is 
of particular concern when so many of 
today’s returning servicemembers suf-
fer from disabilities that may require 
extensive periods of rehabilitation and 
assistance in achieving independence 
in their daily lives that can result from 
such conditions as traumatic brain in-
jury or PTSD. 

Disabled veterans are transitioning 
from military service into an economy 
that is changing, challenging, and con-
tracting at historic rates. My bill will 
give these veterans more of the help 
they need by increasing program flexi-
bility and boosting the living stipend 
for disabled veterans undergoing reha-
bilitation. 

While there will be costs associated 
with this legislation, the veterans who 
are served by the chapter 31 rehabilita-
tion and employment program are the 
highest priority for our Nation—indi-
viduals who have incurred service-con-
nected disabilities in service to the 
country. This truly is one of the costs 
of war that must be borne. 

I look forward to working with my 
colleagues in moving this legislation 
through the Congress. 

Mr. President, I ask unanimous con-
sent that the text of the bill be printed 
in the RECORD. 

There being no objection, the text of 
the bill was ordered to be placed in the 
RECORD, as follows: 

S. 514 
Be it enacted by the Senate and House of Rep-

resentatives of the United States of America in 
Congress assembled, 
SECTION 1. SHORT TITLE. 

This Act may be cited as the ‘‘Veterans 
Rehabilitation and Training Improvements 
Act of 2009’’ 
SEC. 2. SUBSISTENCE ALLOWANCE FOR VET-

ERANS PARTICIPATING IN A PRO-
GRAM OF REHABILITATION. 

(a) MODIFICATION OF AMOUNT OF SUBSIST-
ENCE ALLOWANCE.—Subsection (b) of section 
3108 of title 38, United States Code, is amend-
ed to read as follows: 

‘‘(b) Except as otherwise provided in this 
section, the amount of the subsistence allow-
ance to be paid to a veteran under this chap-
ter for a month during which the veteran 
participates in a rehabilitation program 
under this chapter shall be the amount equal 
to the national average of the amount of 
basic allowance for housing payable under 
section 403 of title 37 for that month for a 
member of the uniformed services in pay 
grade E–5 with or without dependents, as ap-
plicable.’’. 

(b) EFFECTIVE DATE.—The amendment 
made by subsection (a) shall take effect on 
October 1, 2009, and shall apply with respect 
to subsistence allowances payable under 
chapter 31 of title 38, United States Code, for 
months beginning on or after that date. 
SEC. 3. REIMBURSEMENT FOR COSTS OF PAR-

TICIPATION IN A PROGRAM OF RE-
HABILITATION FOLLOWING SUC-
CESSFUL COMPLETION OF PRO-
GRAM OF REHABILITATION. 

Section 3108 of title 38, United States Code, 
is amended by adding at the end the fol-
lowing new subsection: 

‘‘(j)(1) The Secretary may, under such reg-
ulations as the Secretary shall prescribe for 
purposes of this subsection, pay to each vet-
eran who successfully completes participa-
tion in a rehabilitation program under this 
chapter an amount to reimburse the veteran 
for costs incurred by veteran as a direct con-
sequence of participation in the program. 
The costs for which payment may be made 
under this subsection may include child care 
expenses, costs for clothing for interviews 
for employment, and such other costs as the 
Secretary may prescribe in such regulations. 
The amounts payable in reimbursement for 
any such costs shall be the amounts deter-
mined in accordance with such regulations. 

‘‘(2) Any payment of costs in reimburse-
ment of a veteran under this subsection is in 
addition to the subsistence allowance pay-
able to the veteran under this section.’’. 
SEC. 4. REPEAL OF LIMITATION ON NUMBER OF 

VETERANS ENROLLED IN PRO-
GRAMS OF INDEPENDENT LIVING 
SERVICES AND ASSISTANCE. 

Section 3120 of title 38, United States Code, 
is amended— 

(1) by striking subsection (e); and 
(2) by redesignating subsection (f) as sub-

section (e). 

By Mr. LEAHY (for himself, Mr. 
HATCH, Mr. SCHUMER, Mr. 
CRAPO, Mr. WHITEHOUSE, Mr. 
RISCH, and Mrs. GILLIBRAND): 

S. 515. A bill to amend title 35, 
United States Code, to provide for pat-
ent reform; to the Committee on the 
Judiciary. 

Mr. LEAHY. Mr. President, ingenuity 
and innovation have been a corner-
stone of the American economy from 
the time Thomas Jefferson issued the 
first patent to today. 

The Founding Fathers recognized the 
importance of promoting innovation, 
and the Constitution explicitly grants 
Congress the power to ‘‘promote the 
progress and science and useful arts, by 
securing for limited times to . . . inven-
tors the exclusive right to their respec-
tive . . . discoveries.’’ The discoveries 
made by American inventors and re-
search institutions, commercialized by 
our companies, and protected and pro-
moted by our patent laws have made 
our system the envy of the world. 

The legislation I introduce today 
with Senator HATCH, and many others 
and from across the political spectrum, 
will keep America in its longstanding 
position at the pinnacle of innovation. 
This bill will establish a more efficient 
and streamlined patent system that 
will improve patent quality and limit 
unnecessary and counterproductive 
litigation costs, while making sure no 
party’s access to court is denied. 

Innovation and economic develop-
ment are not uniquely Democratic or 
Republican objectives. I have been 
working on the Patent Reform Act on 
a bipartisan basis with Senator HATCH 
and others for several years—and Sen-
ator HATCH and I worked on various 
patent issues for many years before 
that. 

Last Congress, I introduced, along 
with Senator HATCH, the Patent Re-
form Act of 2007, which is the precursor 
to the legislation we introduce today. 
That bill was the subject of consider-
ation and amendments over four weeks 
of mark-up sessions in the Senate Judi-
ciary Committee. After the Judiciary 
Committee voted to approve the bill in 
July 2007, we continued to hold numer-
ous meetings, briefings, and stake-
holder roundtables—again, on a bipar-
tisan basis. 

The legislation we introduce today 
picks up where we left off in those dis-
cussions. We have made some changes 
from the Committee-approved bill in 
response to concerns we heard from 
groups ranging from labor unions to 
small inventors to manufacturers. We 
have removed the requirement that all 
patent applications be published 18 
months after they are filed and we 
have removed the requirement for Ap-
plicant Quality Submissions. We have 
also adopted the House approach to im-
proving the current inter partes reex-
amination process, rather than cre-
ating a new second window post-grant 
review. 
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Perhaps the most hotly debated topic 

in the patent reform debate last Con-
gress was the damages provision. The 
reasonable royalty language in the bill 
we introduce today is identical to the 
language approved by the Judiciary 
Committee last Congress. While I 
strongly support this language, I am 
prepared to continue the conversation 
and debate from the last Congress in 
order to find the best language we can. 

There have been several positive de-
velopments since the Committee voted 
to report the legislation in July 2007. 
Senator SPECTER has made construc-
tive suggestions about a ‘‘gate keep-
ing’’ role for the court in damage cal-
culations. The Supreme Court’s Quanta 
decision may offer a useful way of de-
scribing the truly inventive feature of 
a patent. There is much work to do on 
this provision and I am optimistic that 
by continuing to work together, we 
will find the right language. 

During consideration of the Patent 
Reform Act of 2007 in Committee last 
Congress, I offered an amendment, 
which was adopted, to codify the in-
equitable conduct doctrine. Senator 
HATCH has asked that the provision be 
removed on introduction this year. I 
understand that the issue of inequi-
table conduct is very important to Sen-
ator HATCH, and I will work with him 
to address any statutory changes. 

It has been more than 50 years since 
Congress significantly updated the pat-
ent system. In the decades since, our 
economy has changed dramatically. No 
longer is the economy defined only by 
assembly lines and brick-and-mortar 
production. We are living in the Infor-
mation Age, and the products and proc-
esses that are being patented are 
changing as quickly as the times them-
selves. 

A patent system developed for a 1952 
economy, needs to be reconsidered in 
light of 21st century realities, while 
staying true to our constitutional im-
perative. The patent laws that were 
sufficiently robust for promoting inno-
vation and economic development are 
now actually impeding growth, harm-
ing innovators and raising prices on 
consumers. 

The array of voices heard in this de-
bate—representing virtually all sectors 
of the economy and all interests in the 
patent system—have certainly not 
been uniform, but three major areas of 
concern with the current patent sys-
tem can be distilled from their discus-
sions. 

First, there is significant concern 
that the U.S. Patent and Trademark 
Office, PTO, is issuing low quality pat-
ents. Patent examiners are facing a dif-
ficult task given the explosion in the 
number of applications and the increas-
ing complexity of those applications. 
When Congress last overhauled the pat-
ent system in 1952, the PTO received 
approximately 60,000 patent applica-
tions; in 2006, it received 440,000. Clear-
ly, this puts a strain on the system and 
understandably affects the quality of 
patents issued. 

Second, the costs and uncertainty as-
sociated with patent litigation have es-
calated in recent years, and are cre-
ating an unbearable drag on innova-
tion. Damage awards are inconsistent 
and too often fail to focus on the value 
of the invention to the infringing prod-
uct. This disconnect and uncertainty is 
a problem that also leads to unreason-
able posturing during licensing nego-
tiations. 

Third, as business and competition 
become more global, patent applicants 
are increasingly filing patent applica-
tions in other countries for protection 
of their inventions. The filing system 
in the United States, known as ‘‘first- 
to-invent,’’ differs from that in other 
patent-issuing jurisdictions, which 
have ‘‘first-to-file’’ systems. This 
causes confusion and inefficiencies for 
American companies and innovators. 

The Patent Reform Act of 2009 pro-
motes innovation, and will improve our 
economy, by addressing these impedi-
ments to growth. As the administra-
tion endeavors to guide the economy 
out of the recession, as payrolls shrink 
and the jobless rate rises, Congress 
cannot afford to sit idly by while inno-
vation—the engine of our economy—is 
impeded by outdated laws. 

Our legislation ensures that, in the 
Information Age, we have the legal 
landscape necessary for our innovators 
to flourish. It will improve the quality 
of patents and remove the ambiguity 
from the process of litigating patent 
claims, which will promote innovation 
stifled by the current system. As inno-
vation is encouraged, and excessive 
litigation costs are removed, competi-
tion will increase and the consumer 
cost of products will fall. In this way, 
the bill directly benefits both creators 
and consumers of inventive products. 

Patent reform is ultimately about 
economic development. It is about 
jobs, it is about innovation, and it is 
about consumers. All benefit under a 
patent system that reduces unneces-
sary costs, removes inefficiencies, and 
holds true to the vision of our Found-
ers that Congress should establish a 
national policy that promotes the 
progress of science and the useful arts. 

When Thomas Jefferson issued that 
first patent in 1790—a patent that went 
to a Vermonter—no one could have pre-
dicted how the American economy 
would develop and what changes would 
be needed for the law to keep pace, but 
the purpose then remains the purpose 
today—promoting progress. 

As I said when I introduced the Pat-
ent Reform Act last Congress: If we are 
to maintain our position at the fore-
front of the world’s economy, if we are 
to continue to lead the world in inno-
vation and production, if we are to con-
tinue to benefit from the ideas of the 
most creative citizens, then we must 
have a patent system that produces 
high quality patents, that limits coun-
terproductive litigation over those pat-
ents, and that makes the entire system 
more streamlined and efficient. 

Now is the time to bolster our role as 
the world leader in innovation. Now is 

the time to create jobs at home. Now is 
the time for Congress to act on patent 
reform. 

Mr. President, I ask unanimous con-
sent that the text of the bill be printed 
in the RECORD. 

There being no objection, the text of 
the bill was ordered to be printed in 
the RECORD, as follows: 

S. 515 
Be it enacted by the Senate and House of Rep-

resentatives of the United States of America in 
Congress assembled, 
SECTION 1. SHORT TITLE; TABLE OF CONTENTS. 

(a) SHORT TITLE.—This Act may be cited as 
the ‘‘Patent Reform Act of 2009’’. 

(b) TABLE OF CONTENTS.—The table of con-
tents for this Act is as follows: 
Sec. 1. Short title; table of contents. 
Sec. 2. Right of the first inventor to file. 
Sec. 3. Inventor’s oath or declaration. 
Sec. 4. Right of the inventor to obtain dam-

ages. 
Sec. 5. Post-grant procedures and other 

quality enhancements. 
Sec. 6. Definitions; patent trial and appeal 

board. 
Sec. 7. Preissuance submissions by third 

parties. 
Sec. 8. Venue and jurisdiction. 
Sec. 9. Patent and trademark office regu-

latory authority. 
Sec. 10. Residency of Federal Circuit judges. 
Sec. 11. Micro-entity defined. 
Sec. 12. Technical amendments. 
Sec. 13. Effective date; rule of construction. 
Sec. 14. Severability. 
SEC. 2. RIGHT OF THE FIRST INVENTOR TO FILE. 

(a) DEFINITIONS.—Section 100 of title 35, 
United States Code, is amended by adding at 
the end the following: 

‘‘(f) The term ‘inventor’ means the indi-
vidual or, if a joint invention, the individ-
uals collectively who invented or discovered 
the subject matter of the invention. 

‘‘(g) The terms ‘joint inventor’ and ‘co-
inventor’ mean any 1 of the individuals who 
invented or discovered the subject matter of 
a joint invention. 

‘‘(h) The ‘effective filing date of a claimed 
invention’ is— 

‘‘(1) the filing date of the patent or the ap-
plication for the patent containing the claim 
to the invention; or 

‘‘(2) if the patent or application for patent 
is entitled to a right of priority of any other 
application under section 119, 365(a), or 365(b) 
or to the benefit of an earlier filing date in 
the United States under section 120, 121, or 
365(c), the filing date of the earliest such ap-
plication in which the claimed invention is 
disclosed in the manner provided by the first 
paragraph of section 112. 

‘‘(i) The term ‘claimed invention’ means 
the subject matter defined by a claim in a 
patent or an application for a patent. 

‘‘(j) The term ‘joint invention’ means an 
invention resulting from the collaboration of 
inventive endeavors of 2 or more persons 
working toward the same end and producing 
an invention by their collective efforts.’’. 

(b) CONDITIONS FOR PATENTABILITY.— 
(1) IN GENERAL.—Section 102 of title 35, 

United States Code, is amended to read as 
follows: 
‘‘§ 102. Conditions for patentability; novelty 

‘‘(a) NOVELTY; PRIOR ART.—A patent for a 
claimed invention may not be obtained if— 

‘‘(1) the claimed invention was patented, 
described in a printed publication, or in pub-
lic use, on sale, or otherwise available to the 
public— 

‘‘(A) more than 1 year before the effective 
filing date of the claimed invention; or 

‘‘(B) 1 year or less before the effective fil-
ing date of the claimed invention, other than 
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through disclosures made by the inventor or 
a joint inventor or by others who obtained 
the subject matter disclosed directly or indi-
rectly from the inventor or a joint inventor; 
or 

‘‘(2) the claimed invention was described in 
a patent issued under section 151, or in an ap-
plication for patent published or deemed 
published under section 122(b), in which the 
patent or application, as the case may be, 
names another inventor and was effectively 
filed before the effective filing date of the 
claimed invention. 

‘‘(b) EXCEPTIONS.— 
‘‘(1) PRIOR INVENTOR DISCLOSURE EXCEP-

TION.—Subject matter that would otherwise 
qualify as prior art based upon a disclosure 
under subparagraph (B) of subsection (a)(1) 
shall not be prior art to a claimed invention 
under that subparagraph if the subject mat-
ter had, before such disclosure, been publicly 
disclosed by the inventor or a joint inventor 
or others who obtained the subject matter 
disclosed directly or indirectly from the in-
ventor or a joint inventor. 

‘‘(2) DERIVATION, PRIOR DISCLOSURE, AND 
COMMON ASSIGNMENT EXCEPTIONS.—Subject 
matter that would otherwise qualify as prior 
art only under subsection (a)(2), after taking 
into account the exception under paragraph 
(1), shall not be prior art to a claimed inven-
tion if— 

‘‘(A) the subject matter was obtained di-
rectly or indirectly from the inventor or a 
joint inventor; 

‘‘(B) the subject matter had been publicly 
disclosed by the inventor or a joint inventor 
or others who obtained the subject matter 
disclosed, directly or indirectly, from the in-
ventor or a joint inventor before the effec-
tive filing date of the application or patent 
set forth under subsection (a)(2); or 

‘‘(C) the subject matter and the claimed in-
vention, not later than the effective filing 
date of the claimed invention, were owned by 
the same person or subject to an obligation 
of assignment to the same person. 

‘‘(3) JOINT RESEARCH AGREEMENT EXCEP-
TION.— 

‘‘(A) IN GENERAL.—Subject matter and a 
claimed invention shall be deemed to have 
been owned by the same person or subject to 
an obligation of assignment to the same per-
son in applying the provisions of paragraph 
(2) if— 

‘‘(i) the claimed invention was made by or 
on behalf of parties to a joint research agree-
ment that was in effect on or before the ef-
fective filing date of the claimed invention; 

‘‘(ii) the claimed invention was made as a 
result of activities undertaken within the 
scope of the joint research agreement; and 

‘‘(iii) the application for patent for the 
claimed invention discloses or is amended to 
disclose the names of the parties to the joint 
research agreement. 

‘‘(B) For purposes of subparagraph (A), the 
term ‘joint research agreement’ means a 
written contract, grant, or cooperative 
agreement entered into by 2 or more persons 
or entities for the performance of experi-
mental, developmental, or research work in 
the field of the claimed invention. 

‘‘(4) PATENTS AND PUBLISHED APPLICATIONS 
EFFECTIVELY FILED.—A patent or application 
for patent is effectively filed under sub-
section (a)(2) with respect to any subject 
matter described in the patent or applica-
tion— 

‘‘(A) as of the filing date of the patent or 
the application for patent; or 

‘‘(B) if the patent or application for patent 
is entitled to claim a right of priority under 
section 119, 365(a), or 365(b) or to claim the 
benefit of an earlier filing date under section 
120, 121, or 365(c), based upon 1 or more prior 
filed applications for patent, as of the filing 

date of the earliest such application that de-
scribes the subject matter.’’. 

(2) CONFORMING AMENDMENT.—The item re-
lating to section 102 in the table of sections 
for chapter 10 of title 35, United States Code, 
is amended to read as follows: 
‘‘102. Conditions for patentability; novelty.’’. 

(c) CONDITIONS FOR PATENTABILITY; NON-
OBVIOUS SUBJECT MATTER.—Section 103 of 
title 35, United States Code, is amended to 
read as follows: 
‘‘§ 103. Conditions for patentability; non-

obvious subject matter 
‘‘A patent for a claimed invention may not 

be obtained though the claimed invention is 
not identically disclosed as set forth in sec-
tion 102, if the differences between the 
claimed invention and the prior art are such 
that the claimed invention as a whole would 
have been obvious before the effective filing 
date of the claimed invention to a person 
having ordinary skill in the art to which the 
claimed invention pertains. Patentability 
shall not be negated by the manner in which 
the invention was made.’’. 

(d) REPEAL OF REQUIREMENTS FOR INVEN-
TIONS MADE ABROAD.—Section 104 of title 35, 
United States Code, and the item relating to 
that section in the table of sections for chap-
ter 10 of title 35, United States Code, are re-
pealed. 

(e) REPEAL OF STATUTORY INVENTION REG-
ISTRATION.— 

(1) IN GENERAL.—Section 157 of title 35, 
United States Code, and the item relating to 
that section in the table of sections for chap-
ter 14 of title 35, United States Code, are re-
pealed. 

(2) REMOVAL OF CROSS REFERENCES.—Sec-
tion 111(b)(8) of title 35, United States Code, 
is amended by striking ‘‘sections 115, 131, 135, 
and 157’’ and inserting ‘‘sections 131 and 135’’. 

(f) EARLIER FILING DATE FOR INVENTOR AND 
JOINT INVENTOR.—Section 120 of title 35, 
United States Code, is amended by striking 
‘‘which is filed by an inventor or inventors 
named’’ and inserting ‘‘which names an in-
ventor or joint inventor’’. 

(g) CONFORMING AMENDMENTS.— 
(1) RIGHT OF PRIORITY.—Section 172 of title 

35, United States Code, is amended by strik-
ing ‘‘and the time specified in section 
102(d)’’. 

(2) LIMITATION ON REMEDIES.—Section 
287(c)(4) of title 35, United States Code, is 
amended by striking ‘‘the earliest effective 
filing date of which is prior to’’ and inserting 
‘‘which has an effective filing date before’’. 

(3) INTERNATIONAL APPLICATION DESIG-
NATING THE UNITED STATES: EFFECT.—Section 
363 of title 35, United States Code, is amend-
ed by striking ‘‘except as otherwise provided 
in section 102(e) of this title’’. 

(4) PUBLICATION OF INTERNATIONAL APPLICA-
TION: EFFECT.—Section 374 of title 35, United 
States Code, is amended by striking ‘‘sec-
tions 102(e) and 154(d)’’ and inserting ‘‘sec-
tion 154(d)’’. 

(5) PATENT ISSUED ON INTERNATIONAL APPLI-
CATION: EFFECT.—The second sentence of sec-
tion 375(a) of title 35, United States Code, is 
amended by striking ‘‘Subject to section 
102(e) of this title, such’’ and inserting 
‘‘Such’’. 

(6) LIMIT ON RIGHT OF PRIORITY.—Section 
119(a) of title 35, United States Code, is 
amended by striking ‘‘; but no patent shall 
be granted’’ and all that follows through 
‘‘one year prior to such filing’’. 

(7) INVENTIONS MADE WITH FEDERAL ASSIST-
ANCE.—Section 202(c) of title 35, United 
States Code, is amended— 

(A) in paragraph (2)— 
(i) by striking ‘‘publication, on sale, or 

public use,’’ and all that follows through 
‘‘obtained in the United States’’ and insert-
ing ‘‘the 1-year period referred to in section 

102(a) would end before the end of that 2-year 
period’’; and 

(ii) by striking ‘‘the statutory’’ and insert-
ing ‘‘that 1-year’’; and 

(B) in paragraph (3), by striking ‘‘any stat-
utory bar date that may occur under this 
title due to publication, on sale, or public 
use’’ and inserting ‘‘the expiration of the 1- 
year period referred to in section 102(a)’’. 

(h) REPEAL OF INTERFERING PATENT REM-
EDIES.—Section 291 of title 35, United States 
Code, and the item relating to that section 
in the table of sections for chapter 29 of title 
35, United States Code, are repealed. 

(i) ACTION FOR CLAIM TO PATENT ON DE-
RIVED INVENTION.—Section 135 of title 35, 
United States Code, is amended to read as 
follows: 

‘‘(a) DISPUTE OVER RIGHT TO PATENT.— 
‘‘(1) INSTITUTION OF DERIVATION PRO-

CEEDING.—An applicant may request initi-
ation of a derivation proceeding to deter-
mine the right of the applicant to a patent 
by filing a request which sets forth with par-
ticularity the basis for finding that an ear-
lier applicant derived the claimed invention 
from the applicant requesting the proceeding 
and, without authorization, filed an applica-
tion claiming such invention. Any such re-
quest may only be made within 12 months 
after the date of first publication of an appli-
cation containing a claim that is the same or 
is substantially the same as the claimed in-
vention, must be made under oath, and must 
be supported by substantial evidence. When-
ever the Director determines that patents or 
applications for patent naming different in-
dividuals as the inventor interfere with one 
another because of a dispute over the right 
to patent under section 101, the Director 
shall institute a derivation proceeding for 
the purpose of determining which applicant 
is entitled to a patent. 

‘‘(2) DETERMINATION BY PATENT TRIAL AND 
APPEAL BOARD.—In any proceeding under this 
subsection, the Patent Trial and Appeal 
Board— 

‘‘(A) shall determine the question of the 
right to patent; 

‘‘(B) in appropriate circumstances, may 
correct the naming of the inventor in any 
application or patent at issue; and 

‘‘(C) shall issue a final decision on the 
right to patent. 

‘‘(3) DERIVATION PROCEEDING.—The Board 
may defer action on a request to initiate a 
derivation proceeding until 3 months after 
the date on which the Director issues a pat-
ent to the applicant that filed the earlier ap-
plication. 

‘‘(4) EFFECT OF FINAL DECISION.—The final 
decision of the Patent Trial and Appeal 
Board, if adverse to the claim of an appli-
cant, shall constitute the final refusal by the 
United States Patent and Trademark Office 
on the claims involved. The Director may 
issue a patent to an applicant who is deter-
mined by the Patent Trial and Appeal Board 
to have the right to patent. The final deci-
sion of the Board, if adverse to a patentee, 
shall, if no appeal or other review of the de-
cision has been or can be taken or had, con-
stitute cancellation of the claims involved in 
the patent, and notice of such cancellation 
shall be endorsed on copies of the patent dis-
tributed after such cancellation by the 
United States Patent and Trademark Office. 

‘‘(b) SETTLEMENT.—Parties to a derivation 
proceeding may terminate the proceeding by 
filing a written statement reflecting the 
agreement of the parties as to the correct in-
ventors of the claimed invention in dispute. 
Unless the Patent Trial and Appeal Board 
finds the agreement to be inconsistent with 
the evidence of record, it shall take action 
consistent with the agreement. Any written 
settlement or understanding of the parties 
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shall be filed with the Director. At the re-
quest of a party to the proceeding, the agree-
ment or understanding shall be treated as 
business confidential information, shall be 
kept separate from the file of the involved 
patents or applications, and shall be made 
available only to Government agencies on 
written request, or to any person on a show-
ing of good cause. 

‘‘(c) ARBITRATION.—Parties to a derivation 
proceeding, within such time as may be spec-
ified by the Director by regulation, may de-
termine such contest or any aspect thereof 
by arbitration. Such arbitration shall be 
governed by the provisions of title 9 to the 
extent such title is not inconsistent with 
this section. The parties shall give notice of 
any arbitration award to the Director, and 
such award shall, as between the parties to 
the arbitration, be dispositive of the issues 
to which it relates. The arbitration award 
shall be unenforceable until such notice is 
given. Nothing in this subsection shall pre-
clude the Director from determining patent-
ability of the invention involved in the deri-
vation proceeding.’’. 

(j) ELIMINATION OF REFERENCES TO INTER-
FERENCES.—(1) Sections 6, 41, 134, 141, 145, 146, 
154, 305, and 314 of title 35, United States 
Code, are each amended by striking ‘‘Board 
of Patent Appeals and Interferences’’ each 
place it appears and inserting ‘‘Patent Trial 
and Appeal Board’’. 

(2) Sections 141, 146, and 154 of title 35, 
United States Code, are each amended— 

(A) by striking ‘‘an interference’’ each 
place it appears and inserting ‘‘a derivation 
proceeding’’; and 

(B) by striking ‘‘interference’’ each addi-
tional place it appears and inserting ‘‘deriva-
tion proceeding’’. 

(3) The section heading for section 134 of 
title 35, United States Code, is amended to 
read as follows: 
‘‘§ 134. Appeal to the Patent Trial and Appeal 

Board’’. 
(4) The section heading for section 135 of 

title 35, United States Code, is amended to 
read as follows: 
‘‘§ 135. Derivation proceedings’’. 

(5) The section heading for section 146 of 
title 35, United States Code, is amended to 
read as follows: 
‘‘§ 146. Civil action in case of derivation pro-

ceeding’’. 
(6) Section 154(b)(1)(C) of title 35, United 

States Code, is amended by striking ‘‘INTER-
FERENCES’’ and inserting ‘‘DERIVATION PRO-
CEEDINGS’’. 

(7) The item relating to section 6 in the 
table of sections for chapter 1 of title 35, 
United States Code, is amended to read as 
follows: 
‘‘6. Patent Trial and Appeal Board.’’. 

(8) The items relating to sections 134 and 
135 in the table of sections for chapter 12 of 
title 35, United States Code, are amended to 
read as follows: 
‘‘134. Appeal to the Patent Trial and Appeal 

Board. 
‘‘135. Derivation proceedings.’’. 

(9) The item relating to section 146 in the 
table of sections for chapter 13 of title 35, 
United States Code, is amended to read as 
follows: 
‘‘146. Civil action in case of derivation pro-

ceeding.’’. 
(10) CERTAIN APPEALS.—Section 

1295(a)(4)(A) of title 28, United States Code, 
is amended to read as follows: 

‘‘(A) the Patent Trial and Appeal Board of 
the United States Patent and Trademark Of-
fice with respect to patent applications, in-
terference proceedings (commenced before 
the date of enactment of the Patent Reform 

Act of 2009), derivation proceedings, and 
post-grant review proceedings, at the in-
stance of an applicant for a patent or any 
party to a patent interference (commenced 
before the effective date of the Patent Re-
form Act of 2009), derivation proceeding, or 
post-grant review proceeding, and any such 
appeal shall waive any right of such appli-
cant or party to proceed under section 145 or 
146 of title 35;’’. 

(k) SEARCH AND EXAMINATION FUNCTIONS.— 
Section 131 of title 35, United States Code, is 
amended by— 

(1) by striking ‘‘The Director shall cause’’ 
and inserting ‘‘(a) IN GENERAL.—The Direc-
tor shall cause’’; and 

(2) by adding at the end the following: 
‘‘(b) SEARCH AND EXAMINATION FUNC-

TIONS.—To the extent consistent with United 
States obligations under international 
agreements, examination and search duties 
for the grant of a United States patent are 
sovereign functions which shall be performed 
within the United States by United States 
citizens who are employees of the United 
States Government.’’. 
SEC. 3. INVENTOR’S OATH OR DECLARATION. 

(a) INVENTOR’S OATH OR DECLARATION.— 
(1) IN GENERAL.—Section 115 of title 35, 

United States Code, is amended to read as 
follows: 
‘‘§ 115. Inventor’s oath or declaration 

‘‘(a) NAMING THE INVENTOR; INVENTOR’S 
OATH OR DECLARATION.—An application for 
patent that is filed under section 111(a), that 
commences the national stage under section 
363, or that is filed by an inventor for an in-
vention for which an application has pre-
viously been filed under this title by that in-
ventor shall include, or be amended to in-
clude, the name of the inventor of any 
claimed invention in the application. Except 
as otherwise provided in this section, an in-
dividual who is the inventor or a joint inven-
tor of a claimed invention in an application 
for patent shall execute an oath or declara-
tion in connection with the application. 

‘‘(b) REQUIRED STATEMENTS.—An oath or 
declaration under subsection (a) shall con-
tain statements that— 

‘‘(1) the application was made or was au-
thorized to be made by the affiant or declar-
ant; and 

‘‘(2) such individual believes himself or 
herself to be the original inventor or an 
original joint inventor of a claimed inven-
tion in the application. 

‘‘(c) ADDITIONAL REQUIREMENTS.—The Di-
rector may specify additional information 
relating to the inventor and the invention 
that is required to be included in an oath or 
declaration under subsection (a). 

‘‘(d) SUBSTITUTE STATEMENT.— 
‘‘(1) IN GENERAL.—In lieu of executing an 

oath or declaration under subsection (a), the 
applicant for patent may provide a sub-
stitute statement under the circumstances 
described in paragraph (2) and such addi-
tional circumstances that the Director may 
specify by regulation. 

‘‘(2) PERMITTED CIRCUMSTANCES.—A sub-
stitute statement under paragraph (1) is per-
mitted with respect to any individual who— 

‘‘(A) is unable to file the oath or declara-
tion under subsection (a) because the indi-
vidual— 

‘‘(i) is deceased; 
‘‘(ii) is under legal incapacity; or 
‘‘(iii) cannot be found or reached after dili-

gent effort; or 
‘‘(B) is under an obligation to assign the 

invention but has refused to make the oath 
or declaration required under subsection (a). 

‘‘(3) CONTENTS.—A substitute statement 
under this subsection shall— 

‘‘(A) identify the individual with respect to 
whom the statement applies; 

‘‘(B) set forth the circumstances rep-
resenting the permitted basis for the filing of 
the substitute statement in lieu of the oath 
or declaration under subsection (a); and 

‘‘(C) contain any additional information, 
including any showing, required by the Di-
rector. 

‘‘(e) MAKING REQUIRED STATEMENTS IN AS-
SIGNMENT OF RECORD.—An individual who is 
under an obligation of assignment of an ap-
plication for patent may include the re-
quired statements under subsections (b) and 
(c) in the assignment executed by the indi-
vidual, in lieu of filing such statements sepa-
rately. 

‘‘(f) TIME FOR FILING.—A notice of allow-
ance under section 151 may be provided to an 
applicant for patent only if the applicant for 
patent has filed each required oath or dec-
laration under subsection (a) or has filed a 
substitute statement under subsection (d) or 
recorded an assignment meeting the require-
ments of subsection (e). 

‘‘(g) EARLIER-FILED APPLICATION CON-
TAINING REQUIRED STATEMENTS OR SUB-
STITUTE STATEMENT.—The requirements 
under this section shall not apply to an indi-
vidual with respect to an application for pat-
ent in which the individual is named as the 
inventor or a joint inventor and that claims 
the benefit under section 120 or 365(c) of the 
filing of an earlier-filed application, if— 

‘‘(1) an oath or declaration meeting the re-
quirements of subsection (a) was executed by 
the individual and was filed in connection 
with the earlier-filed application; 

‘‘(2) a substitute statement meeting the re-
quirements of subsection (d) was filed in the 
earlier filed application with respect to the 
individual; or 

‘‘(3) an assignment meeting the require-
ments of subsection (e) was executed with re-
spect to the earlier-filed application by the 
individual and was recorded in connection 
with the earlier-filed application. 

‘‘(h) SUPPLEMENTAL AND CORRECTED STATE-
MENTS; FILING ADDITIONAL STATEMENTS.— 

‘‘(1) IN GENERAL.—Any person making a 
statement required under this section may 
withdraw, replace, or otherwise correct the 
statement at any time. If a change is made 
in the naming of the inventor requiring the 
filing of 1 or more additional statements 
under this section, the Director shall estab-
lish regulations under which such additional 
statements may be filed. 

‘‘(2) SUPPLEMENTAL STATEMENTS NOT RE-
QUIRED.—If an individual has executed an 
oath or declaration under subsection (a) or 
an assignment meeting the requirements of 
subsection (e) with respect to an application 
for patent, the Director may not thereafter 
require that individual to make any addi-
tional oath, declaration, or other statement 
equivalent to those required by this section 
in connection with the application for patent 
or any patent issuing thereon. 

‘‘(3) SAVINGS CLAUSE.—No patent shall be 
invalid or unenforceable based upon the fail-
ure to comply with a requirement under this 
section if the failure is remedied as provided 
under paragraph (1). 

‘‘(i) ACKNOWLEDGMENT OF PENALTIES.—Any 
declaration or statement filed pursuant to 
this section shall contain an acknowledg-
ment that any willful false statement made 
in such declaration or statement is punish-
able under section 1001 of title 18 by fine or 
imprisonment of not more than 5 years, or 
both.’’. 

(2) RELATIONSHIP TO DIVISIONAL APPLICA-
TIONS.—Section 121 of title 35, United States 
Code, is amended by striking ‘‘If a divisional 
application’’ and all that follows through 
‘‘inventor.’’. 

(3) REQUIREMENTS FOR NONPROVISIONAL AP-
PLICATIONS.—Section 111(a) of title 35, United 
States Code, is amended— 
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(A) in paragraph (2)(C), by striking ‘‘by the 

applicant’’ and inserting ‘‘or declaration’’; 
(B) in the heading for paragraph (3), by 

striking ‘‘AND OATH’’; and 
(C) by striking ‘‘and oath’’ each place it 

appears. 
(4) CONFORMING AMENDMENT.—The item re-

lating to section 115 in the table of sections 
for chapter 11 of title 35, United States Code, 
is amended to read as follows: 
‘‘115. Inventor’s oath or declaration.’’. 

(b) FILING BY OTHER THAN INVENTOR.—Sec-
tion 118 of title 35, United States Code, is 
amended to read as follows: 
‘‘§ 118. Filing by other than inventor 

‘‘A person to whom the inventor has as-
signed or is under an obligation to assign the 
invention may make an application for pat-
ent. A person who otherwise shows sufficient 
proprietary interest in the matter may make 
an application for patent on behalf of and as 
agent for the inventor on proof of the perti-
nent facts and a showing that such action is 
appropriate to preserve the rights of the par-
ties. If the Director grants a patent on an ap-
plication filed under this section by a person 
other than the inventor, the patent shall be 
granted to the real party in interest and 
upon such notice to the inventor as the Di-
rector considers to be sufficient.’’. 

(c) SPECIFICATION.—Section 112 of title 35, 
United States Code, is amended— 

(1) in the first paragraph— 
(A) by striking ‘‘The specification’’ and in-

serting ‘‘(a) IN GENERAL.—The specifica-
tion’’; and 

(B) by striking ‘‘of carrying out his inven-
tion’’ and inserting ‘‘or joint inventor of car-
rying out the invention’’; and 

(2) in the second paragraph— 
(A) by striking ‘‘The specifications’’ and 

inserting ‘‘(b) CONCLUSION.—The specifica-
tions’’; and 

(B) by striking ‘‘applicant regards as his 
invention’’ and inserting ‘‘inventor or a joint 
inventor regards as the invention’’; 

(3) in the third paragraph, by striking ‘‘A 
claim’’ and inserting ‘‘(c) FORM.—A claim’’; 

(4) in the fourth paragraph, by striking 
‘‘Subject to the following paragraph,’’ and 
inserting ‘‘(d) REFERENCE IN DEPENDENT 
FORMS.—Subject to subsection (e),’’; 

(5) in the fifth paragraph, by striking ‘‘A 
claim’’ and inserting ‘‘(e) REFERENCE IN MUL-
TIPLE DEPENDENT FORM.—A claim’’; and 

(6) in the last paragraph, by striking ‘‘An 
element’’ and inserting ‘‘(f) ELEMENT IN 
CLAIM FOR A COMBINATION.—An element’’. 
SEC. 4. RIGHT OF THE INVENTOR TO OBTAIN 

DAMAGES. 
(a) DAMAGES.—Section 284 of title 35, 

United States Code, is amended to read as 
follows: 
‘‘§ 284. Damages 

‘‘(a) IN GENERAL.—Upon finding for the 
claimant the court shall award the claimant 
damages adequate to compensate for the in-
fringement but in no event less than a rea-
sonable royalty for the use made of the in-
vention by the infringer, together with inter-
est and costs as fixed by the court, subject to 
the provisions of this section. 

‘‘(b) DETERMINATION OF DAMAGES; EVIDENCE 
CONSIDERED; PROCEDURE.—The court may re-
ceive expert testimony as an aid to the de-
termination of damages or of what royalty 
would be reasonable under the cir-
cumstances. The admissibility of such testi-
mony shall be governed by the rules of evi-
dence governing expert testimony. When the 
damages are not found by a jury, the court 
shall assess them. 

‘‘(c) STANDARD FOR CALCULATING REASON-
ABLE ROYALTY.— 

‘‘(1) IN GENERAL.—The court shall deter-
mine, based on the facts of the case and after 

adducing any further evidence the court 
deems necessary, which of the following 
methods shall be used by the court or the 
jury in calculating a reasonable royalty pur-
suant to subsection (a). The court shall also 
identify the factors that are relevant to the 
determination of a reasonable royalty, and 
the court or jury, as the case may be, shall 
consider only those factors in making such 
determination. 

‘‘(A) ENTIRE MARKET VALUE.—Upon a show-
ing to the satisfaction of the court that the 
claimed invention’s specific contribution 
over the prior art is the predominant basis 
for market demand for an infringing product 
or process, damages may be based upon the 
entire market value of that infringing prod-
uct or process. 

‘‘(B) ESTABLISHED ROYALTY BASED ON MAR-
KETPLACE LICENSING.—Upon a showing to the 
satisfaction of the court that the claimed in-
vention has been the subject of a nonexclu-
sive license for the use made of the invention 
by the infringer, to a number of persons suf-
ficient to indicate a general marketplace 
recognition of the reasonableness of the li-
censing terms, if the license was secured 
prior to the filing of the case before the 
court, and the court determines that the in-
fringer’s use is of substantially the same 
scope, volume, and benefit of the rights 
granted under such license, damages may be 
determined on the basis of the terms of such 
license. Upon a showing to the satisfaction 
of the court that the claimed invention has 
sufficiently similar noninfringing sub-
stitutes in the relevant market, which have 
themselves been the subject of such non-
exclusive licenses, and the court determines 
that the infringer’s use is of substantially 
the same scope, volume, and benefit of the 
rights granted under such licenses, damages 
may be determined on the basis of the terms 
of such licenses. 

‘‘(C) VALUATION CALCULATION.—Upon a de-
termination by the court that the showings 
required under subparagraphs (A) and (B) 
have not been made, the court shall conduct 
an analysis to ensure that a reasonable roy-
alty is applied only to the portion of the eco-
nomic value of the infringing product or 
process properly attributable to the claimed 
invention’s specific contribution over the 
prior art. In the case of a combination inven-
tion whose elements are present individually 
in the prior art, the contribution over the 
prior art may include the value of the addi-
tional function resulting from the combina-
tion, as well as the enhanced value, if any, of 
some or all of the prior art elements as part 
of the combination, if the patentee dem-
onstrates that value. 

‘‘(2) ADDITIONAL FACTORS.—Where the court 
determines it to be appropriate in deter-
mining a reasonable royalty under paragraph 
(1), the court may also consider, or direct the 
jury to consider, any other relevant factors 
under applicable law. 

‘‘(d) INAPPLICABILITY TO OTHER DAMAGES 
ANALYSIS.—The methods for calculating a 
reasonable royalty described in subsection 
(c) shall have no application to the calcula-
tion of an award of damages that does not 
necessitate the determination of a reason-
able royalty as a basis for monetary relief 
sought by the claimant. 

‘‘(e) WILLFUL INFRINGEMENT.— 
‘‘(1) INCREASED DAMAGES.—A court that has 

determined that an infringer has willfully 
infringed a patent or patents may increase 
damages up to 3 times the amount of the 
damages found or assessed under subsection 
(a), except that increased damages under this 
paragraph shall not apply to provisional 
rights under section 154(d). 

‘‘(2) PERMITTED GROUNDS FOR WILLFUL-
NESS.—A court may find that an infringer 
has willfully infringed a patent only if the 

patent owner presents clear and convincing 
evidence that acting with objective reckless-
ness— 

‘‘(A) after receiving written notice from 
the patentee— 

‘‘(i) alleging acts of infringement in a man-
ner sufficient to give the infringer an objec-
tively reasonable apprehension of suit on 
such patent, and 

‘‘(ii) identifying with particularity each 
claim of the patent, each product or process 
that the patent owner alleges infringes the 
patent, and the relationship of such product 
or process to such claim, 

the infringer, after a reasonable opportunity 
to investigate, thereafter performed 1 or 
more of the alleged acts of infringement; 

‘‘(B) the infringer intentionally copied the 
patented invention with knowledge that it 
was patented; or 

‘‘(C) after having been found by a court to 
have infringed that patent, the infringer en-
gaged in conduct that was not colorably dif-
ferent from the conduct previously found to 
have infringed the patent, and which re-
sulted in a separate finding of infringement 
of the same patent. 

‘‘(3) LIMITATIONS ON WILLFULNESS.— 
‘‘(A) IN GENERAL.—A court may not find 

that an infringer has willfully infringed a 
patent under paragraph (2) for any period of 
time during which the infringer had an in-
formed good faith belief that the patent was 
invalid or unenforceable, or would not be in-
fringed by the conduct later shown to con-
stitute infringement of the patent. 

‘‘(B) GOOD FAITH ESTABLISHED.—An in-
formed good faith belief within the meaning 
of subparagraph (A) may be established by— 

‘‘(i) reasonable reliance on advice of coun-
sel; 

‘‘(ii) evidence that the infringer sought to 
modify its conduct to avoid infringement 
once it had discovered the patent; or 

‘‘(iii) other evidence a court may find suffi-
cient to establish such good faith belief. 

‘‘(C) RELEVANCE OF NOT PRESENTING CER-
TAIN EVIDENCE.—The decision of the infringer 
not to present evidence of advice of counsel 
is not relevant to a determination of willful 
infringement under paragraph (2). 

‘‘(4) LIMITATION ON PLEADING.—Before the 
date on which a court determines that the 
patent in suit is not invalid, is enforceable, 
and has been infringed by the infringer, a 
patentee may not plead and a court may not 
determine that an infringer has willfully in-
fringed a patent. The court’s determination 
of an infringer’s willfulness shall be made 
without a jury.’’. 

(b) REPORT TO CONGRESSIONAL COMMIT-
TEES.— 

(1) IN GENERAL.—Not later than 2 years 
after the date of enactment of this Act, the 
Director shall report to the Committee on 
the Judiciary of the Senate and the Com-
mittee on the Judiciary of the House of Rep-
resentatives, the findings and recommenda-
tions of the Director on the operation of 
prior user rights in selected countries in the 
industrialized world. The report shall include 
the following: 

(A) A comparison between patent laws of 
the United States and the laws of other in-
dustrialized countries, including the Euro-
pean Union, Japan, Canada, and Australia. 

(B) An analysis of the effect of prior user 
rights on innovation rates in the selected 
countries. 

(C) An analysis of the correlation, if any, 
between prior user rights and start-up enter-
prises and the ability to attract venture cap-
ital to start new companies. 

(D) An analysis of the effect of prior user 
rights, if any, on small businesses, univer-
sities, and individual inventors. 
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(E) An analysis of legal and constitutional 

issues, if any, that arise from placing trade 
secret law in patent law. 

(2) CONSULTATION WITH OTHER AGENCIES.—In 
preparing the report required under para-
graph (1), the Director shall consult with the 
Secretary of State and the Attorney Gen-
eral. 

(c) DEFENSE TO INFRINGEMENT BASED ON 
EARLIER INVENTOR.—Section 273(b)(6) of title 
35, United States Code, is amended to read as 
follows: 

‘‘(6) PERSONAL DEFENSE.—The defense 
under this section may be asserted only by 
the person who performed or caused the per-
formance of the acts necessary to establish 
the defense as well as any other entity that 
controls, is controlled by, or is under com-
mon control with such person and, except for 
any transfer to the patent owner, the right 
to assert the defense shall not be licensed or 
assigned or transferred to another person ex-
cept as an ancillary and subordinate part of 
a good faith assignment or transfer for other 
reasons of the entire enterprise or line of 
business to which the defense relates. Not-
withstanding the preceding sentence, any 
person may, on its own behalf, assert a de-
fense based on the exhaustion of rights pro-
vided under paragraph (3), including any nec-
essary elements thereof.’’. 

(d) EFFECTIVE DATE.—The amendments 
made by this section shall apply to any civil 
action commenced on or after the date of en-
actment of this Act. 
SEC. 5. POST-GRANT PROCEDURES AND OTHER 

QUALITY ENHANCEMENTS. 
(a) CITATION OF PRIOR ART.—Section 301 of 

title 35, United States Code, is amended to 
read as follows: 
‘‘§ 301. Citation of prior art 

‘‘(a) IN GENERAL.—Any person at any time 
may cite to the Office in writing— 

‘‘(1) prior art consisting of patents, printed 
publications, or evidence that the claimed 
invention was in public use or sale in the 
United States more than 1 year prior to the 
date of the application for patent in the 
United States, which that person believes to 
have a bearing on the patentability of any 
claim of a particular patent; or 

‘‘(2) written statements of the patent 
owner filed in a proceeding before a Federal 
court or the Patent and Trademark Office in 
which the patent owner takes a position on 
the scope of one or more patent claims. 

‘‘(b) SUBMISSIONS PART OF OFFICIAL FILE.— 
If the person citing prior art or written sub-
missions under subsection (a) explains in 
writing the pertinence and manner of apply-
ing the prior art or written submission to at 
least one claim of the patent, the citation of 
the prior art or documentary evidence (as 
the case may be) and the explanation thereof 
shall become a part of the official file of the 
patent. 

‘‘(c) PROCEDURES FOR WRITTEN STATE-
MENTS.— 

‘‘(1) SUBMISSION OF ADDITIONAL MATE-
RIALS.—A party that submits written state-
ments under subsection (a)(2) in a proceeding 
shall include any other documents, plead-
ings, or evidence from the proceeding that 
address the patent owner’s statements or the 
claims addressed by the written statements. 

‘‘(2) LIMITATION ON USE OF STATEMENTS.— 
Written statements submitted under sub-
section (a)(2) shall not be considered for any 
purpose other than to determine the proper 
meaning of the claims that are the subject of 
the request in a proceeding ordered pursuant 
to section 304 or 313. Any such written state-
ments, and any materials submitted under 
paragraph (1), that are subject to an applica-
ble protective order shall be redacted to ex-
clude information subject to the order. 

‘‘(d) IDENTITY WITHHELD.—Upon the writ-
ten request of the person making the cita-

tion under subsection (a), the person’s iden-
tity shall be excluded from the patent file 
and kept confidential.’’. 

(b) REQUEST FOR REEXAMINATION.—The 
first sentence of section 302 of title 35, 
United States Code, is amended to read as 
follows: ‘‘Any person at any time may file a 
request for reexamination by the Office of 
any claim on a patent on the basis of any 
prior art or documentary evidence cited 
under paragraph (1) or (3) of subsection (a) of 
section 301 of this title.’’. 

(c) REEXAMINATION.—Section 303(a) of title 
35, United States Code, is amended to read as 
follows: 

‘‘(a) Within three months following the fil-
ing of a request for reexamination under sec-
tion 302, the Director shall determine wheth-
er a substantial new question of patent-
ability affecting any claim of the patent con-
cerned is raised by the request, with or with-
out consideration of other patents or printed 
publications. On the Director’s own initia-
tive, and at any time, the Director may de-
termine whether a substantial new question 
of patentability is raised by patents, publica-
tions, or other evidence discovered by the Di-
rector, is cited under section 301, or is cited 
by any person other than the owner of the 
patent under section 302 or section 311. The 
existence of a substantial new question of 
patentability is not precluded by the fact 
that a patent, printed publication, or other 
evidence was previously considered by the 
Office.’’. 

(d) REQUEST FOR INTER PARTES REEXAMINA-
TION.—Section 311(a) of title 35, United 
States Code, is amended to read as follows: 

‘‘(a) IN GENERAL.—Any third-party re-
quester at any time may file a request for 
inter partes reexamination by the Office of a 
patent on the basis of any prior art or docu-
mentary evidence cited under paragraph (1) 
or (3) of subsection (a) of section 301 of this 
title.’’. 

(e) CONDUCT OF INTER PARTES PRO-
CEEDINGS.—Section 314 of title 35, United 
States Code, is amended— 

(1) in the first sentence of subsection (a), 
by striking ‘‘conducted according to the pro-
cedures established for initial examination 
under the provisions of sections 132 and 133’’ 
and inserting ‘‘heard by an administrative 
patent judge in accordance with procedures 
which the Director shall establish’’; 

(2) in subsection (b), by striking paragraph 
(2) and inserting the following: 

‘‘(2) The third-party requester shall have 
the opportunity to file written comments on 
any action on the merits by the Office in the 
inter partes reexamination proceeding, and 
on any response that the patent owner files 
to such an action, if those written comments 
are received by the Office within 60 days 
after the date of service on the third-party 
requester of the Office action or patent 
owner response, as the case may be.’’; and 

(3) by adding at the end the following: 
‘‘(d) ORAL HEARING.—At the request of a 

third party requestor or the patent owner, 
the administrative patent judge shall con-
duct an oral hearing, unless the judge finds 
cause lacking for such hearing.’’. 

(f) ESTOPPEL.—Section 315(c) of title 35, 
United States Code, is amended by striking 
‘‘or could have raised’’. 

(g) REEXAMINATION PROHIBITED AFTER DIS-
TRICT COURT DECISION.—Section 317(b) of 
title 35, United States Code, is amended— 

(1) in the subsection heading, by striking 
‘‘FINAL DECISION’’ and inserting ‘‘DISTRICT 
COURT DECISION’’; and 

(2) by striking ‘‘Once a final decision has 
been entered’’ and inserting ‘‘Once the judg-
ment of the district court has been entered’’. 

(h) POST-GRANT OPPOSITION PROCEDURES.— 
(1) IN GENERAL.—Part III of title 35, United 

States Code, is amended by adding at the end 
the following new chapter: 

‘‘CHAPTER 32—POST-GRANT REVIEW 
PROCEDURES 

‘‘Sec. 
‘‘321. Petition for post-grant review. 
‘‘322. Timing and bases of petition. 
‘‘323. Requirements of petition. 
‘‘324. Prohibited filings. 
‘‘325. Submission of additional information; 

showing of sufficient grounds. 
‘‘326. Conduct of post-grant review pro-

ceedings. 
‘‘327. Patent owner response. 
‘‘328. Proof and evidentiary standards. 
‘‘329. Amendment of the patent. 
‘‘330. Decision of the Board. 
‘‘331. Effect of decision. 
‘‘332. Settlement. 
‘‘333. Relationship to other pending pro-

ceedings. 
‘‘334. Effect of decisions rendered in civil ac-

tion on post-grant review pro-
ceedings. 

‘‘335. Effect of final decision on future pro-
ceedings. 

‘‘336. Appeal. 
‘‘§ 321. Petition for post-grant review 

‘‘Subject to sections 322, 324, 332, and 333, a 
person who is not the patent owner may file 
with the Office a petition for cancellation 
seeking to institute a post-grant review pro-
ceeding to cancel as unpatentable any claim 
of a patent on any ground that could be 
raised under paragraph (2) or (3) of section 
282(b) (relating to invalidity of the patent or 
any claim). The Director shall establish, by 
regulation, fees to be paid by the person re-
questing the proceeding, in such amounts as 
the Director determines to be reasonable. 
‘‘§ 322. Timing and bases of petition 

‘‘A post-grant proceeding may be insti-
tuted under this chapter pursuant to a can-
cellation petition filed under section 321 only 
if— 

‘‘(1) the petition is filed not later than 12 
months after the issuance of the patent or a 
reissue patent, as the case may be; or 

‘‘(2) the patent owner consents in writing 
to the proceeding. 
‘‘§ 323. Requirements of petition 

‘‘A cancellation petition filed under sec-
tion 321 may be considered only if— 

‘‘(1) the petition is accompanied by pay-
ment of the fee established by the Director 
under section 321; 

‘‘(2) the petition identifies the cancellation 
petitioner; 

‘‘(3) for each claim sought to be canceled, 
the petition sets forth in writing the basis 
for cancellation and provides the evidence in 
support thereof, including copies of patents 
and printed publications, or written testi-
mony of a witness attested to under oath or 
declaration by the witness, or any other in-
formation that the Director may require by 
regulation; and 

‘‘(4) the petitioner provides copies of the 
petition, including any evidence submitted 
with the petition and any other information 
submitted under paragraph (3), to the patent 
owner or, if applicable, the designated rep-
resentative of the patent owner. 
‘‘§ 324. Prohibited filings 

‘‘A post-grant review proceeding may not 
be instituted under section 322 if the petition 
for cancellation requesting the proceeding— 

‘‘(1) identifies the same cancellation peti-
tioner and the same patent as a previous pe-
tition for cancellation filed under such sec-
tion; or 

‘‘(2) is based on the best mode requirement 
contained in section 112. 
‘‘§ 325. Submission of additional information; 

showing of sufficient grounds 
‘‘(a) IN GENERAL.—The cancellation peti-

tioner shall file such additional information 
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with respect to the petition as the Director 
may require. For each petition submitted 
under section 321, the Director shall deter-
mine if the written statement, and any evi-
dence submitted with the request, establish 
that a substantial question of patentability 
exists for at least one claim in the patent. 
The Director may initiate a post-grant re-
view proceeding if the Director determines 
that the information presented provides suf-
ficient grounds to believe that there is a sub-
stantial question of patentability concerning 
one or more claims of the patent at issue. 

‘‘(b) NOTIFICATION; DETERMINATIONS NOT 
REVIEWABLE.—The Director shall notify the 
patent owner and each petitioner in writing 
of the Director’s determination under sub-
section (a), including a determination to 
deny the petition. The Director shall make 
that determination in writing not later than 
60 days after receiving the petition. Any de-
termination made by the Director under sub-
section (a), including whether or not to insti-
tute a post-grant review proceeding or to 
deny the petition, shall not be reviewable. 
‘‘§ 326. Conduct of post-grant review pro-

ceedings 
‘‘(a) IN GENERAL.—The Director shall pre-

scribe regulations, in accordance with sec-
tion 2(b)(2)— 

‘‘(1) establishing and governing post-grant 
review proceedings under this chapter and 
their relationship to other proceedings under 
this title; 

‘‘(2) establishing procedures for the sub-
mission of supplemental information after 
the petition for cancellation is filed; and 

‘‘(3) setting forth procedures for discovery 
of relevant evidence, including that such dis-
covery shall be limited to evidence directly 
related to factual assertions advanced by ei-
ther party in the proceeding, and the proce-
dures for obtaining such evidence shall be 
consistent with the purpose and nature of 
the proceeding. 
In carrying out paragraph (3), the Director 
shall bear in mind that discovery must be in 
the interests of justice. 

‘‘(b) POST-GRANT REGULATIONS.—Regula-
tions under subsection (a)(1)— 

‘‘(1) shall require that the final determina-
tion in a post-grant proceeding issue not 
later than one year after the date on which 
the post-grant review proceeding is insti-
tuted under this chapter, except that, for 
good cause shown, the Director may extend 
the 1-year period by not more than six 
months; 

‘‘(2) shall provide for discovery upon order 
of the Director; 

‘‘(3) shall provide for publication of notice 
in the Federal Register of the filing of a peti-
tion for post-grant review under this chap-
ter, for publication of the petition, and docu-
ments, orders, and decisions relating to the 
petition, on the website of the Patent and 
Trademark Office, and for filings under seal 
exempt from publication requirements; 

‘‘(4) shall prescribe sanctions for abuse of 
discovery, abuse of process, or any other im-
proper use of the proceeding, such as to har-
ass or to cause unnecessary delay or unnec-
essary increase in the cost of the proceeding; 

‘‘(5) may provide for protective orders gov-
erning the exchange and submission of con-
fidential information; and 

‘‘(6) shall ensure that any information sub-
mitted by the patent owner in support of any 
amendment entered under section 329 is 
made available to the public as part of the 
prosecution history of the patent. 

‘‘(c) CONSIDERATIONS.—In prescribing regu-
lations under this section, the Director shall 
consider the effect on the economy, the in-
tegrity of the patent system, and the effi-
cient administration of the Office. 

‘‘(d) CONDUCT OF PROCEEDING.—The Patent 
Trial and Appeal Board shall, in accordance 

with section 6(b), conduct each post-grant re-
view proceeding authorized by the Director. 
‘‘§ 327. Patent owner response 

‘‘After a post-grant proceeding under this 
chapter has been instituted with respect to a 
patent, the patent owner shall have the right 
to file, within a time period set by the Direc-
tor, a response to the cancellation petition. 
The patent owner shall file with the re-
sponse, through affidavits or declarations, 
any additional factual evidence and expert 
opinions on which the patent owner relies in 
support of the response. 
‘‘§ 328. Proof and evidentiary standards 

‘‘(a) IN GENERAL.—The presumption of va-
lidity set forth in section 282 shall not apply 
in a challenge to any patent claim under this 
chapter. 

‘‘(b) BURDEN OF PROOF.—The party advanc-
ing a proposition under this chapter shall 
have the burden of proving that proposition 
by a preponderance of the evidence. 
‘‘§ 329. Amendment of the patent 

‘‘(a) IN GENERAL.—In response to a chal-
lenge in a petition for cancellation, the pat-
ent owner may file one motion to amend the 
patent in one or more of the following ways: 

‘‘(1) Cancel any challenged patent claim. 
‘‘(2) For each challenged claim, propose a 

substitute claim. 
‘‘(3) Amend the patent drawings or other-

wise amend the patent other than the 
claims. 

‘‘(b) ADDITIONAL MOTIONS.—Additional mo-
tions to amend may be permitted only for 
good cause shown. 

‘‘(c) SCOPE OF CLAIMS.—An amendment 
under this section may not enlarge the scope 
of the claims of the patent or introduce new 
matter. 
‘‘§ 330. Decision of the Board 

‘‘If the post-grant review proceeding is in-
stituted and not dismissed under this chap-
ter, the Patent Trial and Appeal Board shall 
issue a final written decision addressing the 
patentability of any patent claim challenged 
and any new claim added under section 329. 
‘‘§ 331. Effect of decision 

‘‘(a) IN GENERAL.—If the Patent Trial and 
Appeal Board issues a final decision under 
section 330 and the time for appeal has ex-
pired or any appeal proceeding has termi-
nated, the Director shall issue and publish a 
certificate canceling any claim of the patent 
finally determined to be unpatentable and 
incorporating in the patent by operation of 
the certificate any new claim determined to 
be patentable. 

‘‘(b) NEW CLAIMS.—Any new claim held to 
be patentable and incorporated into a patent 
in a post-grant review proceeding shall have 
the same effect as that specified in section 
252 for reissued patents on the right of any 
person who made, purchased, offered to sell, 
or used within the United States, or im-
ported into the United States, anything pat-
ented by such new claim, or who made sub-
stantial preparations therefor, before a cer-
tificate under subsection (a) of this section is 
issued. 
‘‘§ 332. Settlement 

‘‘(a) IN GENERAL.—A post-grant review pro-
ceeding shall be terminated with respect to 
any petitioner upon the joint request of the 
petitioner and the patent owner, unless the 
Patent Trial and Appeal Board has issued a 
written decision before the request for termi-
nation is filed. If the post-grant review pro-
ceeding is terminated with respect to a peti-
tioner under this paragraph, no estoppel 
shall apply to that petitioner. If no peti-
tioner remains in the proceeding, the panel 
of administrative patent judges assigned to 
the proceeding shall terminate the pro-
ceeding. 

‘‘(b) AGREEMENT IN WRITING.—Any agree-
ment or understanding between the patent 
owner and a petitioner, including any collat-
eral agreements referred to in the agreement 
or understanding, that is made in connection 
with or in contemplation of the termination 
of a post-grant review proceeding, must be in 
writing. A post-grant review proceeding as 
between the parties to the agreement or un-
derstanding may not be terminated until a 
copy of the agreement or understanding, in-
cluding any such collateral agreements, has 
been filed in the Office. If any party filing 
such an agreement or understanding re-
quests, the agreement or understanding shall 
be kept separate from the file of the post- 
grant review proceeding, and shall be made 
available only to Government agencies on 
written request, or to any person on a show-
ing of good cause. 
‘‘§ 333. Relationship to other proceedings 

‘‘(a) IN GENERAL.—Notwithstanding sub-
section 135(a), sections 251 and 252, and chap-
ter 30, the Director may determine the man-
ner in which any reexamination proceeding, 
reissue proceeding, interference proceeding 
(commenced with respect to an application 
for patent filed before the effective date pro-
vided in section 3(k) of the Patent Reform 
Act of 2009), derivation proceeding, or post- 
grant review proceeding, that is pending dur-
ing a post-grant review proceeding, may pro-
ceed, including providing for stay, transfer, 
consolidation, or termination of any such 
proceeding. 

‘‘(b) STAYS.—The Director may stay a post- 
grant review proceeding if a pending civil ac-
tion for infringement of a patent addresses 
the same or substantially the same questions 
of patentability raised against the patent in 
a petition for the post-grant review pro-
ceeding. 

‘‘(c) EFFECT OF COMMENCEMENT OF PRO-
CEEDING.—The commencement of a post- 
grant review proceeding— 

‘‘(1) shall not limit in any way the right of 
the patent owner to commence an action for 
infringement of the patent; and 

‘‘(2) shall not be cited as evidence relating 
to the validity of any claim of the patent in 
any proceeding before a court or the Inter-
national Trade Commission concerning the 
patent. 
‘‘§ 334. Effect of decisions rendered in civil ac-

tion on post-grant review proceedings 
‘‘If a final decision is entered against a 

party in a civil action arising in whole or in 
part under section 1338 of title 28 estab-
lishing that the party has not sustained its 
burden of proving the invalidity of any pat-
ent claim— 

‘‘(1) that party to the civil action and the 
privies of that party may not thereafter re-
quest a post-grant review proceeding on that 
patent claim on the basis of any grounds, 
under the provisions of section 321, which 
that party or the privies of that party raised 
or could have raised; and 

‘‘(2) the Director may not thereafter main-
tain a post-grant review proceeding that was 
requested, before the final decision was so 
entered, by that party or the privies of that 
party on the basis of such grounds. 
‘‘§ 335. Effect of final decision on future pro-

ceedings 
‘‘If a final decision under section 330 is fa-

vorable to the patentability of any original 
or new claim of the patent challenged by the 
cancellation petitioner, the cancellation pe-
titioner may not thereafter, based on any 
ground that the cancellation petitioner 
raised during the post-grant review pro-
ceeding— 

‘‘(1) request or pursue a reexamination of 
such claim under chapter 31; 

‘‘(2) request or pursue a derivation pro-
ceeding with respect to such claim; 
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‘‘(3) request or pursue a post-grant review 

proceeding under this chapter with respect 
to such claim; 

‘‘(4) assert the invalidity of any such claim 
in any civil action arising in whole or in part 
under section 1338 of title 28; or 

‘‘(5) assert the invalidity of any such claim 
in defense to an action brought under section 
337 of the Tariff Act of 1930 (19 U.S.C. 1337). 
‘‘§ 336. Appeal 

‘‘A party dissatisfied with the final deter-
mination of the Patent Trial and Appeal 
Board in a post-grant proceeding under this 
chapter may appeal the determination under 
sections 141 through 144. Any party to the 
post-grant proceeding shall have the right to 
be a party to the appeal.’’. 

(i) CONFORMING AMENDMENT.—The table of 
chapters for part III of title 35, United States 
Code, is amended by adding at the end the 
following: 
‘‘32. Post-Grant Review Proceedings .. 321’’. 

(j) REPEAL.—Section 4607 of the Intellec-
tual Property and Communications Omnibus 
Reform Act of 1999, as enacted by section 
1000(a)(9) of Public Law 106–113, is repealed. 

(k) EFFECTIVE DATES.— 
(1) IN GENERAL.—The amendments and re-

peal made by this section shall take effect at 
the end of the 1-year period beginning on the 
date of the enactment of this Act. 

(2) APPLICABILITY TO EX PARTE AND INTER 
PARTES PROCEEDINGS.—Notwithstanding any 
other provision of law, sections 301 and 311 
through 318 of title 35, United States Code, as 
amended by this section, shall apply to any 
patent that issues before, on, or after the ef-
fective date under paragraph (1) from an 
original application filed on any date. 

(3) APPLICABILITY TO POST-GRANT PRO-
CEEDINGS.—The amendments made by sub-
sections (h) and (i) shall apply to patents 
issued on or after the effective date under 
paragraph (1). 

(l) REGULATIONS.—The Under Secretary of 
Commerce for Intellectual Property and Di-
rector of the United States Patent and 
Trademark Office (in this subsection referred 
to as the ‘‘Director’’) shall, not later than 
the date that is 1 year after the date of the 
enactment of this Act, issue regulations to 
carry out chapter 32 of title 35, United States 
Code, as added by subsection (h) of this sec-
tion. 
SEC. 6. DEFINITIONS; PATENT TRIAL AND AP-

PEAL BOARD. 
(a) DEFINITIONS.—Section 100 of title 35, 

United States Code, (as amended by section 
2 of this Act) is further amended— 

(1) in subsection (e), by striking ‘‘or inter 
partes reexamination under section 311’’; and 

(2) by adding at the end the following: 
‘‘(k) The term ‘cancellation petitioner’ 

means the real party in interest requesting 
cancellation of any claim of a patent under 
chapter 31 of this title and the privies of the 
real party in interest.’’. 

(b) PATENT TRIAL AND APPEAL BOARD.— 
Section 6 of title 35, United States Code, is 
amended to read as follows: 
‘‘§ 6. Patent Trial and Appeal Board 

‘‘(a) ESTABLISHMENT AND COMPOSITION.— 
There shall be in the Office a Patent Trial 
and Appeal Board. The Director, the Deputy 
Director, the Commissioner for Patents, the 
Commissioner for Trademarks, and the ad-
ministrative patent judges shall constitute 
the Patent Trial and Appeal Board. The ad-
ministrative patent judges shall be persons 
of competent legal knowledge and scientific 
ability who are appointed by the Secretary 
of Commerce. Any reference in any Federal 
law, Executive order, rule, regulation, or del-
egation of authority, or any document of or 
pertaining to the Board of Patent Appeals 
and Interferences is deemed to refer to the 
Patent Trial and Appeal Board. 

‘‘(b) DUTIES.—The Patent Trial and Appeal 
Board shall— 

‘‘(1) on written appeal of an applicant, re-
view adverse decisions of examiners upon ap-
plication for patents; 

‘‘(2) on written appeal of a patent owner, 
review adverse decisions of examiners upon 
patents in reexamination proceedings under 
chapter 30; 

‘‘(3) conduct derivation proceedings under 
subsection 135(a); and 

‘‘(4) conduct post-grant opposition pro-
ceedings under chapter 32. 
Each appeal and derivation proceeding shall 
be heard by at least 3 members of the Patent 
Trial and Appeal Board, who shall be des-
ignated by the Director. Only the Patent 
Trial and Appeal Board may grant re-
hearings. The Director shall assign each 
post-grant review proceeding to a panel of 3 
administrative patent judges. Once assigned, 
each such panel of administrative patent 
judges shall have the responsibilities under 
chapter 32 in connection with post-grant re-
view proceedings.’’. 
SEC. 7. PREISSUANCE SUBMISSIONS BY THIRD 

PARTIES. 
Section 122 of title 35, United States Code, 

is amended by adding at the end the fol-
lowing: 

‘‘(e) PREISSUANCE SUBMISSIONS BY THIRD 
PARTIES.— 

‘‘(1) IN GENERAL.—Any person may submit 
for consideration and inclusion in the record 
of a patent application, any patent, pub-
lished patent application, or other publica-
tion of potential relevance to the examina-
tion of the application, if such submission is 
made in writing before the earlier of— 

‘‘(A) the date a notice of allowance under 
section 151 is mailed in the application for 
patent; or 

‘‘(B) either— 
‘‘(i) 6 months after the date on which the 

application for patent is published under sec-
tion 122, or 

‘‘(ii) the date of the first rejection under 
section 132 of any claim by the examiner dur-
ing the examination of the application for 
patent, 
whichever occurs later. 

‘‘(2) OTHER REQUIREMENTS.—Any submis-
sion under paragraph (1) shall— 

‘‘(A) set forth a concise description of the 
asserted relevance of each submitted docu-
ment; 

‘‘(B) be accompanied by such fee as the Di-
rector may prescribe; and 

‘‘(C) include a statement by the person 
making such submission affirming that the 
submission was made in compliance with 
this section.’’. 
SEC. 8. VENUE AND JURISDICTION. 

(a) VENUE FOR PATENT CASES.—Section 1400 
of title 28, United States Code, is amended by 
striking subsection (b) and inserting the fol-
lowing: 

‘‘(b) Notwithstanding section 1391 of this 
title, in any civil action arising under any 
Act of Congress relating to patents, a party 
shall not manufacture venue by assignment, 
incorporation, or otherwise to invoke the 
venue of a specific district court. 

‘‘(c) Notwithstanding section 1391 of this 
title, any civil action for patent infringe-
ment or any action for declaratory judgment 
may be brought only in a judicial district— 

‘‘(1) where the defendant has its principal 
place of business or in the location or place 
in which the defendant is incorporated or 
formed, or, for foreign corporations with a 
United States subsidiary, where the defend-
ant’s primary United States subsidiary has 
its principal place of business or is incor-
porated or formed; 

‘‘(2) where the defendant has committed 
substantial acts of infringement and has a 

regular and established physical facility that 
the defendant controls and that constitutes 
a substantial portion of the operations of the 
defendant; 

‘‘(3) where the primary plaintiff resides, if 
the primary plaintiff in the action is— 

‘‘(A) an institution of higher education as 
defined under section 101(a) of the Higher 
Education Act of 1965 (20 U.S.C. 1001(a)); or 

‘‘(B) a nonprofit organization that— 
‘‘(i) qualifies for treatment under section 

501(c)(3) of the Internal Revenue Code (26 
U.S.C. 501(c)(3)); 

‘‘(ii) is exempt from taxation under section 
501(a) of such Code; and 

‘‘(iii) serves as the patent and licensing or-
ganization for an institution of higher edu-
cation as defined under section 101(a) of the 
Higher Education Act of 1965 (20 U.S.C. 
1001(a)); or 

‘‘(4) where the plaintiff resides, if the sole 
plaintiff in the action is an individual inven-
tor who is a natural person and who qualifies 
at the time such action is filed as a micro- 
entity pursuant to section 123 of title 35. 

‘‘(d) If a plaintiff brings a civil action for 
patent infringement or declaratory judg-
ment relief under subsection (c), then the de-
fendant may request the district court to 
transfer that action to another district or di-
vision where, in the court’s determination— 

‘‘(1) any of the parties has substantial evi-
dence or witnesses that otherwise would 
present considerable evidentiary burdens to 
the defendant if such transfer were not 
granted; 

‘‘(2) such transfer would not cause undue 
hardship to the plaintiff; and 

‘‘(3) venue would be otherwise appropriate 
under section 1391 of this title.’’. 

(b) INTERLOCUTORY APPEALS.—Subsection 
(c)(2) of section 1292 of title 28, United States 
Code, is amended by adding at the end the 
following: 

‘‘(3) of an appeal from an interlocutory 
order or decree determining construction of 
claims in a civil action for patent infringe-
ment under section 271 of title 35. 
Application for an appeal under paragraph 
(3) shall be made to the court within 10 days 
after entry of the order or decree. The dis-
trict court shall have discretion whether to 
approve the application and, if so, whether 
to stay proceedings in the district court dur-
ing the pendency of such appeal.’’. 

(c) TECHNICAL AMENDMENTS RELATING TO 
VENUE.—Sections 32, 145, 146, 154(b)(4)(A), and 
293 of title 35, United States Code, and sec-
tion 21(b)(4) of the Act entitled ‘‘An Act to 
provide for the registration and protection of 
trademarks used in commerce, to carry out 
the provisions of certain international con-
ventions, and for other purposes’’, approved 
July 5, 1946 (commonly referred to as the 
‘‘Trademark Act of 1946’’ or the ‘‘Lanham 
Act’’; 15 U.S.C. 1071(b)(4)), are each amended 
by striking ‘‘United States District Court for 
the District of Columbia’’ each place that 
term appears and inserting ‘‘United States 
District Court for the Eastern District of 
Virginia’’. 
SEC. 9. PATENT AND TRADEMARK OFFICE REGU-

LATORY AUTHORITY. 
(a) FEE SETTING.— 
(1) IN GENERAL.—The Director shall have 

authority to set or adjust by rule any fee es-
tablished or charged by the Office under sec-
tions 41 and 376 of title 35, United States 
Code or under section 31 of the Trademark 
Act of 1946 (15 U.S.C. 1113) for the filing or 
processing of any submission to, and for all 
other services performed by or materials fur-
nished by, the Office, provided that such fee 
amounts are set to reasonably compensate 
the Office for the services performed. 

(2) REDUCTION OF FEES IN CERTAIN FISCAL 
YEARS.—In any fiscal year, the Director— 
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(A) shall consult with the Patent Public 

Advisory Committee and the Trademark 
Public Advisory Committee on the advis-
ability of reducing any fees described in 
paragraph (1); and 

(B) after that consultation may reduce 
such fees. 

(3) ROLE OF THE PUBLIC ADVISORY COM-
MITTEE.—The Director shall— 

(A) submit to the Patent or Trademark 
Public Advisory Committee, or both, as ap-
propriate, any proposed fee under paragraph 
(1) not less than 45 days before publishing 
any proposed fee in the Federal Register; 

(B) provide the relevant advisory com-
mittee described in subparagraph (A) a 30- 
day period following the submission of any 
proposed fee, on which to deliberate, con-
sider, and comment on such proposal, and re-
quire that— 

(i) during such 30-day period, the relevant 
advisory committee hold a public hearing re-
lated to such proposal; and 

(ii) the Director shall assist the relevant 
advisory committee in carrying out such 
public hearing, including by offering the use 
of Office resources to notify and promote the 
hearing to the public and interested stake-
holders; 

(C) require the relevant advisory com-
mittee to make available to the public a 
written report detailing the comments, ad-
vice, and recommendations of the committee 
regarding any proposed fee; 

(D) consider and analyze any comments, 
advice, or recommendations received from 
the relevant advisory committee before set-
ting or adjusting any fee; and 

(E) notify, through the Chair and Ranking 
Member of the Senate and House Judiciary 
Committees, the Congress of any final deci-
sion regarding proposed fees. 

(4) PUBLICATION IN THE FEDERAL REG-
ISTER.— 

(A) IN GENERAL.—Any rules prescribed 
under this subsection shall be published in 
the Federal Register. 

(B) RATIONALE.—Any proposal for a change 
in fees under this section shall— 

(i) be published in the Federal Register; 
and 

(ii) include, in such publication, the spe-
cific rationale and purpose for the proposal, 
including the possible expectations or bene-
fits resulting from the proposed change. 

(C) PUBLIC COMMENT PERIOD.—Following 
the publication of any proposed fee in the 
Federal Register pursuant to subparagraph 
(A), the Director shall seek public comment 
for a period of not less than 45 days. 

(5) CONGRESSIONAL COMMENT PERIOD.—Fol-
lowing the notification described in para-
graph (3)(E), Congress shall have not more 
than 45 days to consider and comment on 
any proposed fee under paragraph (1). No pro-
posed fee shall be effective prior to the end 
of such 45-day comment period. 

(6) RULE OF CONSTRUCTION.—No rules pre-
scribed under this subsection may diminish— 

(A) an applicant’s rights under this title or 
the Trademark Act of 1946; or 

(B) any rights under a ratified treaty. 
(b) FEES FOR PATENT SERVICES.—Division B 

of Public Law 108–447 is amended in title VIII 
of the Departments of Commerce, Justice 
and State, the Judiciary, and Related Agen-
cies Appropriations Act, 2005, in section 
801(a) by striking ‘‘During fiscal years 2005, 
2006 and 2007’’, and inserting ‘‘Until such 
time as the Director sets or adjusts the fees 
otherwise,’’. 

(c) ADJUSTMENT OF TRADEMARK FEES.—Di-
vision B of Public Law 108–447 is amended in 
title VIII of the Departments of Commerce, 
Justice and State, the Judiciary and Related 
Agencies Appropriations Act, 2005, in section 
802(a) by striking ‘‘During fiscal years 2005, 
2006 and 2007’’, and inserting ‘‘Until such 

time as the Director sets or adjusts the fees 
otherwise,’’. 

(d) EFFECTIVE DATE, APPLICABILITY, AND 
TRANSITIONAL PROVISION.—Division B of Pub-
lic Law 108–447 is amended in title VIII of the 
Departments of Commerce, Justice and 
State, the Judiciary and Related Agencies 
Appropriations Act, 2005, in section 803(a) by 
striking ‘‘and shall apply only with respect 
to the remaining portion of fiscal year 2005, 
2006 and 2007.’’. 

(e) RULE OF CONSTRUCTION.—Nothing in 
this section shall be construed to affect any 
other provision of Division B of Public Law 
108–447, including section 801(c) of title VII of 
the Departments of Commerce, Justice and 
State, the Judiciary and Related Agencies 
Appropriations Act, 2005. 

(f) DEFINITIONS.—In this section: 
(1) DIRECTOR.—The term ‘‘Director’’ means 

the Director of the United States Patent and 
Trademark Office. 

(2) OFFICE.—The term ‘‘Office’’ means the 
United States Patent and Trademark Office. 

(3) TRADEMARK ACT OF 1946.—The term 
‘‘Trademark Act of 1946’’ means an Act enti-
tled ‘‘Act to provide for the registration and 
protection of trademarks used in commerce, 
to carry out the provisions of certain inter-
national conventions, and for other pur-
poses’’, approved July 5, 1946 (15 U.S.C. 1051 
et seq.) (commonly referred to as the Trade-
mark Act of 1946 or the Lanham Act). 
SEC. 10. RESIDENCY OF FEDERAL CIRCUIT 

JUDGES. 
(a) RESIDENCY.—The second sentence of 

section 44(c) of title 28, United States Code, 
is repealed. 

(b) FACILITIES.—Section 44 of title 28, 
United States Code, is amended by adding at 
the end the following: 

‘‘(e)(1) The Director of the Administrative 
Office of the United States Courts shall pro-
vide— 

‘‘(A) a judge of the Federal judicial circuit 
who lives within 50 miles of the District of 
Columbia with appropriate facilities and ad-
ministrative support services in the District 
of the District of Columbia; and 

‘‘(B) a judge of the Federal judicial circuit 
who does not live within 50 miles of the Dis-
trict of Columbia with appropriate facilities 
and administrative support services— 

‘‘(i) in the district and division in which 
that judge resides; or 

‘‘(ii) if appropriate facilities are not avail-
able in the district and division in which 
that judge resides, in the district and divi-
sion closest to the residence of that judge in 
which such facilities are available, as deter-
mined by the Director. 

‘‘(2) Nothing in this subsection may be con-
strued to authorize or require the construc-
tion of new facilities.’’. 
SEC. 11. MICRO-ENTITY DEFINED. 

Chapter 11 of title 35, United States Code, 
is amended by adding at the end the fol-
lowing new section: 
‘‘§ 123. Micro-entity defined 

‘‘(a) IN GENERAL.—For purposes of this 
title, the term ‘micro-entity’ means an ap-
plicant who makes a certification under ei-
ther subsections (b) or (c). 

‘‘(b) UNASSIGNED APPLICATION.—For an un-
assigned application, each applicant shall 
certify that the applicant— 

‘‘(1) qualifies as a small entity, as defined 
in regulations issued by the Director; 

‘‘(2) has not been named on 5 or more pre-
viously filed patent applications; 

‘‘(3) has not assigned, granted, or con-
veyed, and is not under an obligation by con-
tract or law to assign, grant, or convey, a li-
cense or any other ownership interest in the 
particular application; and 

‘‘(4) does not have a gross income, as de-
fined in section 61(a) of the Internal Revenue 

Code (26 U.S.C. 61(a)), exceeding 2.5 times the 
average gross income, as reported by the De-
partment of Labor, in the calendar year im-
mediately preceding the calendar year in 
which the examination fee is being paid. 

‘‘(c) ASSIGNED APPLICATION.—For an as-
signed application, each applicant shall cer-
tify that the applicant— 

‘‘(1) qualifies as a small entity, as defined 
in regulations issued by the Director, and 
meets the requirements of subsection (b)(4); 

‘‘(2) has not been named on 5 or more pre-
viously filed patent applications; and 

‘‘(3) has assigned, granted, conveyed, or is 
under an obligation by contract or law to as-
sign, grant, or convey, a license or other 
ownership interest in the particular applica-
tion to an entity that has 5 or fewer employ-
ees and that such entity has a gross income, 
as defined in section 61(a) of the Internal 
Revenue Code (26 U.S.C. 61(a)), that does not 
exceed 2.5 times the average gross income, as 
reported by the Department of Labor, in the 
calendar year immediately preceding the 
calendar year in which the examination fee 
is being paid. 

‘‘(d) INCOME LEVEL ADJUSTMENT.—The 
gross income levels established under sub-
sections (b) and (c) shall be adjusted by the 
Director on October 1, 2009, and every year 
thereafter, to reflect any fluctuations occur-
ring during the previous 12 months in the 
Consumer Price Index, as determined by the 
Secretary of Labor.’’. 
SEC. 12. TECHNICAL AMENDMENTS. 

(a) JOINT INVENTIONS.—Section 116 of title 
35, United States Code, is amended— 

(1) in the first paragraph, by striking 
‘‘When’’ and inserting ‘‘(a) JOINT INVEN-
TIONS.—When’’; 

(2) in the second paragraph, by striking ‘‘If 
a joint inventor’’ and inserting ‘‘(b) OMITTED 
INVENTOR.—If a joint inventor’’; and 

(3) in the third paragraph, by striking 
‘‘Whenever’’ and inserting ‘‘(c) CORRECTION 
OF ERRORS IN APPLICATION.—Whenever’’. 

(b) FILING OF APPLICATION IN FOREIGN 
COUNTRY.—Section 184 of title 35, United 
States Code, is amended— 

(1) in the first paragraph, by striking ‘‘Ex-
cept when’’ and inserting ‘‘(a) FILING IN FOR-
EIGN COUNTRY.—Except when’’; 

(2) in the second paragraph, by striking 
‘‘The term’’ and inserting ‘‘(b) APPLICA-
TION.—The term’’; and 

(3) in the third paragraph, by striking 
‘‘The scope’’ and inserting ‘‘(c) SUBSEQUENT 
MODIFICATIONS, AMENDMENTS, AND SUPPLE-
MENTS.—The scope’’. 

(c) REISSUE OF DEFECTIVE PATENTS.—Sec-
tion 251 of title 35, United States Code, is 
amended— 

(1) in the first paragraph, by striking 
‘‘Whenever’’ and inserting ‘‘(a) IN GEN-
ERAL.—Whenever’’; 

(2) in the second paragraph, by striking 
‘‘The Director’’ and inserting ‘‘(b) MULTIPLE 
REISSUED PATENTS.—The Director’’; 

(3) in the third paragraph, by striking 
‘‘The provision’’ and inserting ‘‘(c) APPLICA-
BILITY OF THIS TITLE.—The provisions’’; and 

(4) in the last paragraph, by striking ‘‘No 
reissued patent’’ and inserting ‘‘(d) REISSUE 
PATENT ENLARGING SCOPE OF CLAIMS.—No re-
issued patent’’. 

(d) EFFECT OF REISSUE.—Section 253 of title 
35, United States Code, is amended— 

(1) in the first paragraph, by striking 
‘‘Whenever’’ and inserting ‘‘(a) IN GEN-
ERAL.—Whenever’’; and 

(2) in the second paragraph, by striking ‘‘in 
like manner’’ and inserting ‘‘(b) ADDITIONAL 
DISCLAIMER OR DEDICATION.—In the manner 
set forth in subsection (a),’’. 

(e) CORRECTION OF NAMED INVENTOR.—Sec-
tion 256 of title 35, United States Code, is 
amended— 
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(1) in the first paragraph, by striking 

‘‘Whenever’’ and inserting ‘‘(a) CORREC-
TION.—Whenever’’; and 

(2) in the second paragraph, by striking 
‘‘The error’’ and inserting ‘‘(b) PATENT VALID 
IF ERROR CORRECTED.—The error’’. 

(f) PRESUMPTION OF VALIDITY.—Section 282 
of title 35, United States Code, is amended— 

(1) in the first undesignated paragraph, by 
striking ‘‘A patent’’ and inserting ‘‘(a) IN 
GENERAL.—A patent’’; 

(2) in the second undesignated paragraph, 
by striking ‘‘The following’’ and inserting 
‘‘(b) DEFENSES.—The following’’; and 

(3) in the third undesignated paragraph, by 
striking ‘‘In actions’’ and inserting ‘‘(c) NO-
TICE OF ACTIONS; ACTIONS DURING EXTENSION 
OF PATENT TERM.—In actions’’. 
SEC. 13. EFFECTIVE DATE; RULE OF CONSTRUC-

TION. 
(a) EFFECTIVE DATE.—Except as otherwise 

provided in this Act, the provisions of this 
Act shall take effect 12 months after the 
date of the enactment of this Act and shall 
apply to any patent issued on or after that 
effective date. 

(b) CONTINUITY OF INTENT UNDER THE CRE-
ATE ACT.—The enactment of section 102(b)(3) 
of title 35, United States Code, under section 
(2)(b) of this Act is done with the same in-
tent to promote joint research activities 
that was expressed, including in the legisla-
tive history, through the enactment of the 
Cooperative Research and Technology En-
hancement Act of 2004 (Public Law 108–453; 
the ‘‘CREATE Act’’), the amendments of 
which are stricken by section 2(c) of this 
Act. The United States Patent and Trade-
mark Office shall administer section 102(b)(3) 
of title 35, United States Code, in a manner 
consistent with the legislative history of the 
CREATE Act that was relevant to its admin-
istration by the United States Patent and 
Trademark Office. 
SEC. 14. SEVERABILITY. 

If any provision of this Act or of any 
amendment or repeals made by this Act, or 
the application of such a provision to any 
person or circumstance, is held to be invalid 
or unenforceable, the remainder of this Act 
and the amendments and repeals made by 
this Act, and the application of this Act and 
such amendments and repeals to any other 
person or circumstance, shall not be affected 
by such holding. 

Mr. HATCH. Mr. President, I rise to 
introduce with Senate Judiciary Com-
mittee chairman PATRICK LEAHY the 
Patent Reform Act of 2009, S. 515. I con-
sider introduction of this bill to be a 
milestone in the progress we have 
made so far in the effort to reform our 
patent system—a system that has not 
been updated significantly since 1952. 
There is no doubt we have come a long 
way in our pursuit to accomplish com-
prehensive patent law reform. Reform 
is so vitally necessary to keep our na-
tion competitive in our technologically 
advanced global economy, especially 
during these difficult economic times. 

I have always believed that passing 
patent reform legislation would be a 
multi-Congress endeavor. The Hatch- 
Leahy patent bill, S. 3818, formally 
started the legislative process in 2006. 
We continued the momentum in the 
110th Congress by introducing S. 1145, 
the Patent Reform Act of 2007. In June 
2007, my colleagues and I on the Senate 
Judiciary Committee approved S. 1145 
by a vote of 13–5. While I would have 
liked to see S. 1145 pass the full Senate, 
I believe the process already provided 

makes passage of the Patent Reform 
Act of 2009 even more likely this Con-
gress. 

S. 515 represents a bipartisan and bi-
cameral commitment to streamline 
our nation’s patent system that will 
improve patent quality and limit un-
necessary and counterproductive liti-
gation costs. 

House Judiciary chairman JOHN CON-
YERS and ranking minority member 
LAMAR SMITH are true partners in this 
important legislation. For those who 
might say nothing has changed, I can 
attest that it has. Just look at the bill. 
We have listened to many of the con-
cerns raised by stakeholders and have 
changed the legislative text accord-
ingly. 

Let me highlight some of the signifi-
cant changes we have made to the bill. 

For example, S. 515 does not contain 
an applicant quality submissions provi-
sion due to near uniform opposition we 
heard from the patent community 
about the burdens this would place on 
applicants. 

Additionally, the Patent Reform Act 
of 2007 would have eliminated the cur-
rent opt-out provision for publication 
of patent applications. Current law per-
mits applicants to request upon filing 
that their application not be published 
at 18 months if a certification is made 
that the invention disclosed in the ap-
plication has not and will not be the 
subject of an application filed in an-
other country. Because of serious con-
cerns raised by independent inventors 
and small entities, we have removed 
this provision from S. 515. 

Patents may be challenged either in 
court or at the U.S. Patent and Trade-
mark Office, USPTO. The current ad-
ministrative review process at the 
USPTO is widely viewed as ineffective 
and inefficient. Accordingly, last year’s 
bills proposed a process more like a 
court proceeding than the current re- 
examination process. Both bills had a 
1-year window for challenges during 
which patents would not be presumed 
valid, and a patent could be invalidated 
by a ‘‘preponderance of evidence’’ 
against it. However, the Senate bill, S. 
1145, added a second window during the 
life of the patent where only ‘‘clear and 
convincing’’ evidence could invalidate 
the patent. Most in the patent commu-
nity prefer the post-grant review lan-
guage as passed in the House because, 
instead of creating a ‘‘second window,’’ 
it improved upon the existing inter- 
partes reexamination. As such, S. 515 
adopts the House approach to expand-
ing interpartes, but includes ‘‘public 
use or sale in the United States’’ as a 
basis for challenging a patent. Further, 
our bill ensures that ex parte reexam-
ination proceedings are maintained, 
which is an important tool for chal-
lenging patents that should not have 
issued. 

With patent litigation costs esca-
lating, the threat of enhanced damages 
can be quite substantial. For this rea-
son, the Senate and House bills intro-
duced in the 110th Congress narrowed 

the circumstances under which treble 
damages could be awarded for willful 
infringement of a patent. After intro-
duction of the Patent Reform Act of 
2007, the Federal Circuit issued an in 
banc decision, In re Seagate, which in-
stituted an objective recklessness 
standard to prove willfulness. After 
considerable discussion with stake-
holders in the patent community, we 
believe the Seagate decision is a posi-
tive improvement to the law and, 
therefore, have sought to incorporate 
correlating language into S. 515. 

There are other changes we made to 
the Patent Reform Act of 2009, but I 
want to focus my remaining remarks 
on two key issues: how damages are 
awarded in infringement lawsuits and 
inequitable conduct reform. 

I am aware of the concerns that some 
have raised about the damages provi-
sion contained in S. 1145. I have heard 
from some who are concerned that 
courts have allowed damages for in-
fringement to be based on the market 
for an entire product, when all that 
was infringed is a minor component of 
the product. I have also heard from 
some who argue that the current lan-
guage will severely limit the amount of 
damages an infringer has to pay, there-
by encouraging infringing behavior. 

The sponsors of the Patent Reform 
Act of 2009 all agree that we need to 
improve the damages provision. In 
crafting a fair damages provision, we 
can rely upon well-reasoned and per-
suasive case law, scholarship, and 
other texts. I am confident that we will 
achieve consensus language in this 
area, but make no mistake: it will take 
willing partners to craft a compromise 
that will not have deleterious affects 
on any one sector of our economy. 

For years I have been arguing if we 
are serious about enacting comprehen-
sive patent law reform then we must 
take steps to ensure that the inequi-
table conduct doctrine is applied in a 
manner consistent with its original 
purpose: to sanction true misconduct 
and to do so in a proportional and fair 
manner. Inequitable conduct reform is 
core to this bill, as it dictates how pat-
ents are prosecuted years before litiga-
tion. The inequitable conduct defense 
is frequently pled, rarely proven, and 
always drives up the cost of litigation 
tremendously. 

Under current law, any perceived 
transgression of the patent owner is 
being painted as ‘‘fraud.’’ If an inequi-
table conduct claim wins, a valid pat-
ent will be held entirely void, and the 
infringer walks away without any li-
ability. There is virtually no downside 
for the infringer to raise this type of 
attack. This is why inequitable con-
duct challenges are raised in nearly 
every patent case. It has become, in 
the words of the Federal Circuit, a 
‘‘plague’’ on the patent system. 

The development of a more objective 
and clearer inequitable conduct stand-
ard will remove the uncertainty and 
confusion that defines current patent 
litigation. We cannot settle for mere 
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codification of current practices. 
Chairman LEAHY and Chairman CON-
YERS both know of my strong interest 
in this area and have agreed to incor-
porate changes to the law. There is no 
doubt that inequitable conduct reform 
has the potential to single-handedly 
revolutionize the manner in which pat-
ent applications are prosecuted. Argu-
ably, reform in this area will have the 
most favorable impact on patent qual-
ity and the ability for the USPTO to 
reduce its pendency—thereby fostering 
a strong and vibrant environment for 
all innovation and entrepreneurship. 

Now more than ever, our industries 
need reassurance and predictability in 
order to move forward in these chal-
lenging times. I believe the Patent Re-
form Act of 2009 has the potential to 
complement all of the stimulatory ef-
forts currently under way. Now is the 
time to act. 

By Mr. DODD: 
S. 517. A bill for the relief of 

Alejandro Gomez and Juan Sebastian 
Gomez; to the Committee on the Judi-
ciary. 

Mr. DODD. Mr. President, today I 
send to the desk a private relief bill to 
provide permanent resident status to 
Juan and Alejandro Gomez, and ask 
that it be appropriately referred. 

Juan, 20, and Alejandro, 21, are na-
tives of Colombia who came to the U.S. 
with their parents in August 1990 on B– 
2 visitors visas and reside in Miami, 
FL. Their parents were deported on Oc-
tober 30, 2007. Their initial departure 
date was September 14, 2007, but be-
cause of legislation introduced last 
Congress that date was extended. How-
ever, now they have been ordered to re-
port for deportation on March 15, 2009. 
Juan and Alejandro have lived continu-
ously in the U.S. for the last 18 years. 
They have both graduated from Miami 
Killian High School. Juan is a student 
at Georgetown University in Wash-
ington, D.C. Alejandro is a student at 
Miami Dade Community College and 
works at the Biltmore Hotel in Miami. 
They have the strong support of their 
community. It would be an extreme 
hardship to uproot Juan and Alejandro 
from their community, which has 
wholeheartedly embraced them, to 
send them back to Colombia where 
there lives could be in serious danger. 

We all know that the circumstances 
of Juan and Alejandro are not unique. 
Just like many other children here il-
legally, they had no control over their 
parents’ decision to overstay their 
visas a number of years ago. Most of 
these young people work hard to com-
plete school and contribute to their 
communities. Cases like Juan’s and 
Alejandro’s are the reason why the so 
called DREAM Act was attached to the 
comprehensive immigration reform 
legislation that the Senate attempted 
to pass last Congress, only to face a fil-
ibuster from opponents of any com-
prehensive immigration reform pro-
posal. 

The DREAM Act has broad partisan 
support and is not the reason that the 

immigration bill stalled in the Senate. 
I would hope that consideration could 
be given to delinking the DREAM Act 
from the larger bill so that we can put 
in place a legal framework for dealing 
with young people similar in cir-
cumstances to Juan and Alejandro who 
are caught in this unfortunate immi-
gration status. But that is not likely to 
happen soon enough to address the 
problems confronting Juan and 
Alejandro. 

That is why I have decided to re-
introduce a private bill on their behalf. 
I will also be writing to Senator 
CHARLES SCHUMER, Chairman of the 
Subcommittee on Immigration to re-
quest, pursuant to the Subcommittee’s 
Rules of Procedure, that the Sub-
committee formally request an expe-
dited departmental report from the Bu-
reau of Citizenship and Immigration 
Services regarding the Gomez brothers 
so that the Subcommittee can then 
move forward to give consideration to 
this bill as soon as possible. 

I have had the opportunity to meet 
Juan and Alejandro. They believe that 
America is their home. They love our 
country and want to have an oppor-
tunity to fulfill their dreams of becom-
ing full participants in this country. 
Passage of the private bill would give 
them that opportunity. I look forward 
to working with the Subcommittee to 
facilitate its passage. 

By Mr. DURBIN: 

S. 520. A bill to designate the United 
States Courthouse under construction 
at 327 South Church Street, Rockford, 
Illinois, as the ‘‘Stanley J. Roszkowski 
United States Courthouse’’; considered 
and passed. 

Mr. DURBIN. Mr. President, I ask 
unanimous consent that the text of the 
bill be printed in the RECORD. 

There being no objection, the text of 
the bill was ordered to be placed in the 
RECORD, as follows: 

S. 520 

Be it enacted by the Senate and House of Rep-
resentatives of the United States of America in 
Congress assembled, 

SECTION 1. STANLEY J. ROSZKOWSKI UNITED 
STATES COURTHOUSE. 

(a) DESIGNATION.—The United States court-
house under construction, as of the date of 
enactment of this Act, at 327 South Church 
Street, Rockford, Illinois, shall be known 
and designated as the ‘‘Stanley J. 
Roszkowski United States Courthouse’’. 

(b) REFERENCES.—Any reference in a law, 
map, regulation, document, paper, or other 
record of the United States to the United 
States courthouse referred to in subsection 
(a) shall be deemed to be a reference to the 
‘‘Stanley J. Roszkowski United States 
Courthouse’’. 

SUBMITTED RESOLUTIONS 

SENATE RESOLUTION 62—A BILL 
ESTABLISHING A SELECT COM-
MITTEE OF THE SENATE TO 
MAKE A THOROUGH AND COM-
PLETE STUDY AND INVESTIGA-
TION OF THE FACTS AND CIR-
CUMSTANCES GIVING RISE TO 
THE ECONOMIC CRISIS FACING 
THE UNITED STATES AND TO 
MAKE RECOMMENDATIONS TO 
PREVENT A FUTURE RECUR-
RENCE OF SUCH A CRISIS 

Mr. DORGAN (for himself and Mr. 
MCCAIN) submitted the following reso-
lution; which was referred to the Com-
mittee on Rules and Administration: 

S. RES. 62 

Whereas the United States is currently fac-
ing an unprecedented economic crisis, with 
massive losses of jobs in the United States 
and an alarming contraction of economic ac-
tivity in the United States; 

Whereas the United States Government 
has pledged, committed, or loaned more than 
$9,000,000,000,000 as of February 2009 in an at-
tempt to mitigate and resolve the economic 
crisis and trillions of dollars more may well 
be necessary before the crisis is over; 

Whereas the economic crisis reaches into, 
and has impacted, almost every aspect of the 
United States economy and significant parts 
of the international economy; 

Whereas any thorough and complete study 
and investigation of this complex and far- 
reaching economic crisis will require sus-
tained and singular focus for many months; 

Whereas a study and investigation of this 
size and scope implicates the jurisdiction of 
several Standing Committees of the Senate 
and, if it is to be done correctly and timely, 
will require a degree of undivided attention 
and resources beyond the capacity of the 
Standing Committees of the Senate, which 
are already over-burdened; 

Whereas adding such a significant study 
and investigation to the duties of the exist-
ing Standing Committees of the Senate 
would make it difficult for such committees 
to get their regular required work accom-
plished, particularly when so much attention 
and so many resources are appropriately de-
voted to responding to the ongoing economic 
crisis; 

Whereas dozens of important investiga-
tions have been conducted with the creation 
of a select committee of the Senate for a spe-
cific purpose and a set time; and 

Whereas the American public has a right 
to get straight answers on how this eco-
nomic crisis developed and what steps should 
be taken to make sure that nothing like it 
happens again: Now therefore be it 

Resolved, 
SECTION 1. SELECT COMMITTEE ON INVESTIGA-

TION OF THE ECONOMIC CRISIS. 
There is established a select committee of 

the Senate to be known as the Select Com-
mittee on Investigation of the Economic Cri-
sis (hereafter in this resolution referred to as 
the ‘‘Select Committee’’). 
SEC. 2. PURPOSE AND DUTIES. 

(a) PURPOSE.—The purpose of the Select 
Committee is to study and investigate the 
facts and circumstances giving rise to the 
current economic crisis facing the United 
States and to recommend actions to be 
taken to prevent a future recurrence of such 
a crisis. 

(b) DUTIES.—The Select Committee is au-
thorized and directed to do everything nec-
essary or appropriate to conduct the study 
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